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1 TITLE 

------------------------------------------------------------------------------------------------------------ 

Randomized, double blind, parallel group, placebo controlled study to evaluate the 

safety and efficacy of Arthronat in subjects with painful Osteoarthritis of hips, 

knees, shoulders, neck or wrists. 

------------------------------------------------------------------------------------------------------------ 

 

 

Name of the Investigational Medicinal 

Product  
Arthronat                                                                                         

Indication Studied Osteoarthritis 

Sponsor Name  Rowtasha 

Clinical Study Code  MA-CT-10-002 

Development Phase of Study Phase II 

First Patient Enrolled 14 Jul, 2010 

Last Patient Completed  02 Nov, 2010 

Study Report Version & Date Version 1.0, 15 Feb 2011 

 

 

This study was conducted in accordance with the Good Clinical Practice guidelines as 

issued by the International Conference on Harmonization (ICH/135/95, Jul, 2002), 

Schedule Y, ICMR guidelines and the Declaration of Helsinki (current amendment). 

 

 

 

 

 

 

 

This confidential document is the property of Rowtasha. No unpublished information 

contained herein may be disclosed without the prior, written approval of the sponsor. 
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2 SYNOPSIS 

Name of Sponsor/Company:  

Rowtasha, Bayswater, Western Australia 

Individual Study Table 

Referring to Part      

of the Dossier 

 

Volume: 

 

Page: 

(For National 

Authority Use only) 

Name of Finished Product: 

Arthronat 

Name of Active Ingredient: 

Otoliths 

 

TITLE OF STUDY: 

 

Randomized, double blind, parallel group, placebo controlled study to evaluate the safety and 

efficacy of Arthronat in subjects with painful Osteoarthritis of hips, knees, shoulders, neck or 

wrists. 

 

 

INVESTIGATORS AND STUDY CENTER(S): 

 

Ethics committee approval was obtained for 1 study site (in 1 city of India).  

 

SL NO. PRINCIPAL INVESTIGATORS STUDY CENTERS 

1 Dr. N Prakash 

N R N Orthopaedic Clinic, 2422, 

 Kumarakrupa RPC Layout,  

1st Main, Vijayanagar, 

Bangalore-560040. 

Karnataka, India. 
 

 

PUBLICATION (REFERENCE): 

 

Not Applicable 

 

 

STUDY PERIOD: 

 

DATE OF FIRST ENROLMENT DATE OF LAST PATIENT COMPLETED 

14 Jul, 2010 02 Nov, 2010 
 

 

PHASE OF DEVELOPMENT: 
 

Phase II 
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OBJECTIVES: 

 

Primary Objective: 

 

 To evaluate the efficacy of Arthronat for the reduction in pain and improvement of mobility 

in subjects with painful osteoarthritis of the hip, knee, shoulders, neck . 

 

Secondary Objective: 

 

 To evaluate the efficacy of Arthronat for the relief of pain in treatment naive subjects as 

compared to subjects with history of NSAID usage for osteoarthritis of the hip, knee, 

shoulders, neck or wrists.  

 

 To evaluate the safety of Arthronat in treatment of painful osteoarthritis of the hip, knee, 

shoulders, neck or wrists. 

 

 

METHODOLOGY: 

 

This was a 4 week prospective, randomized, double blind, parallel group, placebo controlled 

study. Subjects aged ≥ 18 yrs of age with painful osteoarthritis of hip, knee, shoulders, neck or 

wrists were randomized to treatment either with Arthronat or a matching placebo. The duration of 

the study treatment was of 4 weeks which was preceded by a screening period (with one week of 

single blind placebo run-in phase) not exceeding 14 days. Subject visits were scheduled at 

Screening (Visit 1), baseline/Day 0 (Visit 2), at Week 1 (Visit 3), Week 2 (Visit 4), Week 3 (Visit 

5) and Week 4 (Visit 6 – End of the study visit).  

 

DOSING SCHEDULE: 

 
TREATMENT 

ARM 
STRENGTH  ROUTE 

DOSING 

SCHEDULE 

TOTAL DAILY 

DOSE 
DURATION 

PLACEBO RUN IN PHASE 

Placebo NA Oral 3 capsules BID 6 capsules 1 week 

ACTIVE TREATMENT PHASE 

Arthronat 500 mg  Oral 3 capsules BID 3000 mg 4 weeks 

Placebo NA Oral 3 capsules BID 6 capsules 4 weeks 
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NUMBER OF PATIENTS:  

 

As planned, 80 subjects were enrolled from single center and all the 80 subjects completed the 

study. 

  
 

 NO. OF PATIENTS 

Screened 82 

Enrolled 80 

Completed 80 

Included in MITT population 80 

Included in PP population 80 

Included in the safety population 80 

 

DIAGNOSIS AND MAIN CRITERIA FOR INCLUSION: 

 

The study population consisted of male or non-pregnant female patients aged ≥ 18 years of age 

with a previously diagnosed (at least 3 months prior to the screening visit) case of osteoarthritis of 

hip, knees based on the ACR (American College of Rheumatology) Clinical Classification 

criteria for osteoarthritis or a previously diagnosed (at least 3 months prior to screening visit) 

subjects on shoulders, neck and wrists based on the clinical and radiographic findings. Subjects 

should have been experiencing significant arthritic pain confirmed by screening WOMAC 

(Western Ontario and McMaster Universities Osteoarthritis Index Scale) score between 10 - 40 

(only for osteoarthritis of hip and knee) and a baseline VAS (Visual Analogue Scale) score of ≥ 4.  

 

Criteria for exclusion from the study included pregnant or lactating females, any joint diseases, 

any history or trauma to the index joint, any obvious bony deformity or enlargement, any signs of 

acute inflammation or any serious and/or uncontrolled medical conditions interfering with the 

study or placing the patient at unacceptable risk. Only patients who fulfilled all of the inclusion 

criteria and did not meet any of the exclusion criteria were enrolled into the study. 
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TEST AND REFERENCE PRODUCT, DOSE AND MODE OF ADMINISTRATION, 

BATCH NUMBER: 

 

PRODUCT TEST COMPARATOR 

Active Ingredient Otoliths Matching placebo 

Brand name Arthronat Inactive substance  

Dosage Form Capsule  Capsule  

Route  Oral Oral  

Strength 500 mg NA 

Dosing Regimen 3 capsules BID 3 capsules BID 

Treatment duration 4 weeks 4 weeks 

Manufacturer 
Twilight Litaka Pharma 

Limited Pune 

Twilight Litaka Pharma Limited 

Pune 

Batch/Lot No. 452960 452960 

Treatment ID Product A Product B 

Manufacture Date June 2010 June 2010 

Expiration Date Feb 2012 Feb 2012 

 

 

 

DURATION OF TREATMENT: 

 

The total duration of the active treatment was for 4 weeks which was preceded by 01 week of 

placebo run-in between screening and baseline visit. 

 

 

CRITERIA FOR EVALUATION: 

 

Efficacy Evaluation: 

 

The primary efficacy endpoint: 

 Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 

week as compared to baseline (Day 0 / Visit 2) 

 Improvement (change) in mobility at the end of Week 1 as compared to baseline (day 

0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 

function.  
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The secondary efficacy endpoints: 

 Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 

compared to baseline (Day 0 / Visit 2). 

 Percentage of responders (defined as at least 70 % pain relief as compared to 

baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS. 

 Assessment of percentage responders at Week 1 stratified by prior history of Non 

Steroidal Anti – Inflammatory Drug (NSAID) use. 

 Assessment of percentage responders at Week 2 stratified by prior history of NSAID 

use. 

 Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 

baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 

and Physical function. 

 Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 

knee osteoarthritis. 

 Change from baseline to Week 1, 2, 3 and 4 in SF-36 quality of life questionnaire. 

 Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of. 

 OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 

Number of subjects who use rescue medication in the treatment arm as compared to 

the placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline. 

 Number of days of use of rescue medication in the treatment arm as compared to the 

placebo arm. 

 Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment 

arm as compared to the placebo arm. 

 Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment 

arm as compared to the placebo arm. 

 

Safety Evaluation: 

 

Safety evaluation included assessment of the following parameters: 

 The type of AE(s), number of AE(s), frequency of AE(s) and proportion of patients 

with AE(s). 

 Physical examination   

 Assessment of vital signs 

 Safety laboratory tests (Complete blood count, Liver function tests, urea, creatinine 

electrolytes and urine analysis) 
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STATISTICAL METHODS  
 

The SAS
®
 package (SAS

®
 Institute Inc., USA, and Version 9.2.) was used for statistical 

evaluation. All subjects in the study with relevant safety and efficacy data were considered for the 

analysis. Three populations were considered for the analyses: the modified intention-to-treat 

(MITT), the per-protocol (PP) population and safety population. All efficacy endpoints were 

analyzed for the MITT and PP population of which the MITT population analysis was the 

primary and PP was the secondary analyses sets and all safety endpoints were analyzed for the 

safety population. 

 

For the primary efficacy endpoints, change in the pain scores as evaluated by Visual Analogue 

Scale (VAS) and improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and 

Physical function at end of 1 week as compared to baseline (Day 0 / Visit 2) was calculated. For 

these efficacy endpoints, treatment effect was evaluated using an analysis of variance (ANOVA) 

model with factors for baseline and treatment. Treatment effects will be estimated using the least-

square means and 95% CIs from the ANOVA model. The assumption of normality and 

homogeneity of variances was tested using the Shapiro-Wilks test and the Levenes test, 

respectively. If the assumptions are violated, Kruskal-Wallis test (non-parametric) was to be used 

to corroborate the results of the parametric analyses. If the two sided p-value of all primary 

efficacy endpoints (VAS scale and WOMAC subscale at the end of week 1 as compared to 

baseline) are less than 5%, then the hypothesis of superiority over placebo will be demonstrated. 
Since there were only two treatment arms in the study, and also for the non-parametric tests the 

factors don‟t consider,   hence Wilcoxon rank sum test have been used instead of Kruskal Wallis 

test. The 95% CI have been reported for the LS Mean of the change from the baseline. Also the p 

value is presented from both ANOVA model and Wilcoxon rank sum test in tables.   All other 

secondary efficacy endpoints were appropriately compared and summarized. 

 

Adverse events that occurred subsequent to the first dose of study drug were summarized. The 

number and the proportion of subjects who experienced AEs were computed by treatment group, 

classified by MedDRA Primary System Organ Class and Preferred Terms. AEs were also 

summarized by each severity grade (mild, moderate, severe) and by each relationship grade 

(unrelated, unlikely, possibly, probably, definite) in a similar way. Vitals signs, physical 

examination, were summarized descriptively by treatment.  
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SUMMARY – CONCLUSIONS 

 

As planned, 80 patients enrolled from single center completed the clinical study. Forty subjects 

each were randomized into the two arms [Treatment A (Arthronat) and Treatment B (Placebo)] of 

the study. All the 80 randomized subjects were included for MITT, PP and safety analysis. The 

two treatment groups were comparable with respect to the demographic characteristics measured 

at baseline. The mean age of the subjects ranged from 27.3 to 69.4 years, with a mean of 53.0 

years. 47 (58.75 %) of the subjects were females and 33 (41.25 %) of the subjects were males. 

And 8(10%) of the female subjects had child bearing potential. All subjects in the study were of 

Indian origin. 

 

Efficacy Results: 

 

The primary efficacy endpoints were the change in the pain scores as evaluated by Visual 

Analogue Scale (VAS) at end of Week 1 as compared to baseline (Day 0 / Visit 2) and 

Improvement (change) in mobility at the end of Week 1 as compared to baseline (day 0 / Visit 2) 

evaluated by change in the WOMAC sub-scales of Stiffness and Physical function.  

 

There was a statistically significant reduction in pain in the subjects receiving Arthronat as 

compared to placebo at the end of week 1 as evaluated by VAS(p-value = 0.0013).  

 

The mean value of WOMAC subscales of physical function for Arthonat treatment group at 

baseline was 26.8 and 27.0 at week 1 whereas the mean value for placebo group at baseline was 

26.7 which increased to 29.0 at week 1.  The LS mean difference observed between Arthronat 

and placebo groups was   -2.050 (p=0.0090), which indicates that there was a statistically 

significant difference in physical function in the Arthronat treatment arm as compared to the 

placebo. The analysis of results at week 1 showed that the WOMAC subscales of physical 

function in Arthronat arm were better than placebo arm.There was no change seen in the mean 

value of WOMAC subscales of stiffness for Arthronat at baseline and week 1 (score = 3.1) 

however in the placebo arm the mean value increased from 3.2 at baseline to 3.4 at week 1. There 

was no statistically significant difference seen in the two treatment arms at week 1 (p= 0.3154).    

 

There was no significant difference observed in absolute change from baseline to the end of week 

1,2,3 and 4 in SF – 36 score between the two treatments. There was no significant difference 

observed in absolute change from baseline to the end of week 1, 2, 3 and 4 in Subject Global 

Assessment of Osteoarthritis between the two treatments. 

  

At week 1, there were 39 (97.5%) responders in Arthronat group as compared to 27 (67.5%) 

responders in placebo group. At week 2, there were 40 (100.0%) responders in Arthronat group as 

compared to 26 (65.0%) responders in placebo group. At week 3, there were 39 (97.5%) 

responders in Arthronat group as compared to 28 (70.0%) responders in placebo group. At week 
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4, there were 39 (97.5%) responders in Arthronat group as compared to 30 (75.0%) responders in 

placebo group. 

 

Total number of tablets of rescue medication (paracetamol) consumed at each visit was lesser in 

Arthronat group (273) compared to Placebo (407) and reduced consistently from baseline to 

Week 4.This difference was statistically significant at all the visits . 

 

Safety Results: 

 

Safety data was presented for the safety population, which included all patients who had been 

randomized to receive the study medications.  

 

Arthronat was well tolerated and was comparable with Placebo which was confirmed by the 

fewer incidences of adverse events and good compliance. 

 

The number of adverse events and the number of patients reporting the adverse events were 

comparable between the treatment groups. Overall 2(2.5%) subjects experienced AEs related to 

system organ class - gastrointestinal disorders. Both the events were diarrhoea. One (2.5%) 

subject each in the Treatment A and Treatment B reported atleast one AE, which were moderate 

in nature and possibly related to the treatment. One subject each used concomitant medication 

Lactobacillus Sporogenes during Treatment A and Treatment B respectively.  

 

No deaths, other SAEs and other significant AE(s) were reported in this study.  

 

Vital signs were found to be within the normal range during the course of the study. There were 

no clinically significant abnormal findings at any of the visits in both the treatment groups. 

Physical examination was found to be normal during the course of the study for all the subjects. 

There were no clinically significant abnormal findings at any of the visits.  

 

Conclusion: 

 

The results of this study demonstrate that the Arthronat had a better efficacy profile compared to 

placebo, for the reduction in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

Week 1 in subjects with painful osteoarthritis of the hip, knee, shoulders, neck or the wrists and is 

safe and well tolerated.  

 

DATE OF REPORT 

 

15 Feb 2011  
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4 LIST OF ABBREVIATIONS 

LIST OF ABBREVIATIONS 

Abbreviation Description 

% Percentage 

°C °Centigrade 

°F °Fahrenheit 

ACR criteria American College of Rheumatology criteria 

AE Adverse Event 

ANOVA Analysis of Variance 

BP Blood Pressure 

CI Confidence Interval 

CM Concomitant Medication 

CRA Clinical Research Associate 

CRF Case Record Form 

CRO Contract Research Organization 

CVs curriculum vitae  

DCGI Drugs Controller General of India 

e.g. for example 

EC Ethics Committees  

ENT Ear, Nose and Throat 

EOS End of Study 

GCP Good Clinical Practice 

hCG Human Chorionic Gonadotrophin 

i.e. that is 

ICF Informed Consent Form 

ICH International Conference on Harmonization 

ICMR Indian Council of Medical Research 

IEC Independent Ethics Committee 

IP Investigational Product 

IRB Institutional Review Board 
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ITT Intention-to-Treat 

IUD Intra-uterine device 

LS Least square 

MAL Manipal AcuNova Ltd. 

MedDRA Medical Dictionary for Regulatory Activities 

MITT Modified Intention-to-Treat 

mIU/ml Milli international units/milli litre 

NA Not Available 

NSAID  Non Steroidal Anti – Inflammatory Drug 

OA Osteoarthritis 

OMERACT – 

OARSI 

Outcome Measures in Rheumatoid Arthritis Clinical 

Trials – Osteoarthritis Research Society International 

OTC Over the Counter 

PIC Patient Identity Code 

PO Per Oral 

PP Per-Protocol 

PT Preferred Term 

QA Quality Assurance 

SAE(s) Serious Adverse Event(s) 

SAP Statistical Analysis Plan 

SAS Statistical Analysis Software 

SF – 36 QOL Short Form – 36 Quality of Life questionnaire 

SIC Subject Identity Code 

SOC System Organ Class 

SOP Standard Operating Procedure 

UPT Urine Pregnancy Test 

US FDA United States Food and Drug Administration 

V Visit 

WHO - DDE World Health Organization Drug Dictionary Enhanced 

WOMAC  
Western Ontario and McMaster Universities Osteoarthritis Index 

Scale 
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5 ETHICS 

5.1 INDEPENDENT ETHICS COMMITTEE (IEC) OR INSTITUTIONAL 

REVIEW BOARD 

The version 1.0 of protocol of study code MA-CT-10-002 dated 10 May, 2010 and 

Informed Consent Form (ICF) dated 17 May, 2010 along with protocol amendment dated 

18 May, 2010 were reviewed and approved by all the appropriate Ethics Committees 

(EC) prior to enrollment of the patients into the study. The names and addresses of all the 

three study sites along with EC approval letter and EC member details for each study site 

are provided Appendix 16.1.3.  

 

5.2 ETHICAL CONDUCT OF THE STUDY 

This study was carried out in accordance with the principles of Declaration of Helsinki 

(Ethical Principles for Medical Research Involving Human Subjects, revised by the 

WMA General Assembly, Tokyo 2004 and Seoul 2008), International Conference on 

Harmonization (ICH) recommendation on Good Clinical Practice (GCP) (ICH/135/95, 

July 2002), „Indian GCP‟, „Schedule Y‟ of Indian Drugs and Cosmetics Rules 1945, and 

Ethical guidelines for biomedical research on human participants 2006, issued by ICMR.  

 

5.3 PATIENT INFORMATION AND CONSENT 

The investigator was responsible for obtaining signed and dated ICFs from the patients 

before any study specific procedures were performed within 14 days prior to study start. 

The patients were given adequate oral and written information about the nature, purpose, 

possible risks and benefits of the study. Patients were given an opportunity to ask any 

questions and all the queries were clarified by the Principal Investigator / Co-investigator 

before decision making. The ICF described the study procedures and the possible 

potential hazards in non technical terms in conformity with regulatory requirements. 

 

The ICFs were available in English and other required 3 native languages (i.e. Hindi, 

Kannada and Tamil). The ICF was translated in 3 languages from English and back 

translated to English by a certified translator. The patients were required to read and sign 

a consent form summarizing the discussion. The original copies of the signed and dated 

ICFs were retained in the institution‟s records, and were available for inspection by 

representatives of the sponsor, or representatives from competent authorities. Patients 

were given a copy of their written, signed and dated ICFs.  

 

Copies of the ICF in English and other 3 native languages (i.e. Hindi, Kannada and 

Tamil) with translation and back translation certificates are provided in Appendix 16.1.3.  
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6 INVESTIGATORS AND STUDY ADMINISTRATIVE 

STRUCTURE 

This clinical study was sponsored by Rowtasha. A single center participated in the 

clinical study. At the center, the principal investigator had the overall responsibility for 

the safety of patients in the study. The participating investigator and the study site details 

are provided in Table 1. 

 

Table 1: Investigator and Study Centers 

 

SERIAL 

NO. 

PRINCIPAL 

INVESTIGATORS 
STUDY CENTRES 

1 Dr. N Prakash 

N R N Orthopaedic Clinic, 2422, Kumarakrupa RPC Layout, 1st 

Main, Vijayanagar, 

Bangalore-560040. 

Karnataka, India. 

 

Other Study Team & Study Facility Details 

 

The Contract Research Organization, Manipal AcuNova Limited (MAL) was responsible 

for project management, clinical and medical monitoring, clinical data management, 

statistical analyses and preparation of the clinical study report. The clinical trial supplies 

along with the investigational products (IP) were provided by MAL. MAL distributed the 

IP to the study center, and the management of IP at study center was performed by the 

study site unblinded pharmacist. Details of the study team and study facility are provided 

in Table 2 :  

Table 2 : Study Team and Facilities 

 

Sponsor 

Rowtasha 

35/104, King William Street 

Bayswater – 6053 

Western Australia 

Sponsor’s Authorized 

Representative 

Mr. Neville Wittenbaker 

35/104, King William Street 

Bayswater – 6053 

Western Australia 

Tel: + 618 – 93710091 

neville_trevor@bigpond.com 

Contract Research 

Organization (CRO) 

Manipal AcuNova Ltd. 

Mobius Towers, SJR - I park,  

EPIP Zone, Whitefield, Bangalore - 560066 

Tel: +91-80-6691 5700;  Fax: +91-80-6691 5719 

www.ecronacunova.com 

mailto:neville_trevor@bigpond.com
http://www.ecronacunova.com/
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Clinical Study Project 

Manager (CRO) 

Karthik  C 

Project Manager 

Manipal AcuNova Ltd.,Mobius Towers, SJR - I park,EPIP Zone, 

Whitefield, Bangalore – 560066 

Tel: +91(0)80 6691 5700;  Fax: +91(0)80 6691 5719 

karthik.c@ecronacunova.com 

Medical Monitor 

(CRO) 

Nagendra N, MD, DNB 

Manipal AcuNova Ltd., Mobius Towers, SJR - I park, EPIP Zone, 

Whitefield, Bangalore - 560066 

Tel: +91(0) 80 6691 5780;  Fax: +91(0) 80 6691 5719 

nagendra.n@ecronacunova.com 

Protocol  Author 

Dr. Lakshmi Shenoy 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

lakshmi.shenoy@ecronacunova.com 

Biostatistician 

 

Ms. Kanimozhi. A 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

kanimozhi.a@ecronacunova.com 

Data Management 

Ms. Parama Sil 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

parama.sil@ecronacunova.com 

 

The details of the study personnel were documented in the raw data sheets as log of staff 

at the trial sites. The curriculum vitae (CVs) of the principal investigators are provided in 

Appendix 16.1.4, and the folio of signatures is provided in Appendix 16.1.5. 

 

mailto:karthik.c@ecronacunova.com
mailto:nagendra.n@ecronacunova.com
mailto:lakshmi.shenoy@ecronacunova.com
mailto:kanimozhi.a@ecronacunova.com
mailto:parama.sil@ecronacunova.com
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7 INTRODUCTION 

Osteoarthritis (also known as degenerative arthritis or degenerative joint disease) is a 

group of diseases and mechanical abnormalities involving the degradation of joints. It is a 

progressive disease resulting from stresses (normal joint + abnormal stresses or abnormal 

joint + normal stresses) that may be initiated from abnormality in any of the joint tissues 

(articular cartilage, subchondral bone, ligaments, menisci, periarticular muscles and 

peripheral bones and synovium) which results in breakdown of cartilage and bone. 

 

Osteoarthritis (OA) can be classified into Primary / Idiopathic (where the underlying 

cause is not known) and Secondary (where the underlying cause is identifiable). OA 

commonly affects the hands, wrists, feet, spine, neck and the large weight bearing joints, 

such as the hips and knees, although in theory, any joint in the body can be affected. The 

commonest signs and symptoms of OA are joint pain, joint stiffness, joint tenderness, 

joint swelling / effusion, crepitus on movement of the joint, decreased range of 

movements, morning stiffness (< 30 minutes), joint deformity, joint instability, 

Heberden‟s nodes and Bouchard‟s nodes (in case of osteoarthritis of the hands). The risk 

factors of osteoarthritis are age (> 50 yrs of age), sex (females are more at risk for OA 

than men), obesity, previous joint injury, joint deformities, physical inactivity and family 

history of OA 

 

Treatment of OA is usually a combination of therapies. The different therapies available 

are exercise (helps in maintaining the weight, increases the flexibility of joints and 

thereby reduces pain), weight reduction / control (helps by reducing the stress on the 

weight bearing joints which limits further injury and increase mobility), non drug pain 

therapy [can be achieved by application of heat or cold to the affected joint, massaging 

the affected area, transcutaneous electric nerve stimulation (acts by modifying pain 

perception), use of assistive devices – canes, braces, splints etc (acts by decreasing the 

pressure on the affected joints)], drugs (Paracetamol, NSAIDS – Diclofenac, ketorolac, 

ibuprofen, opioids analgesics, corticosteroids, hyaluronic acid - aim mainly at pain relief 

and reducing the inflammation) and surgery (removal of loose parts of the bone, bone 

fusion ,joint replacement). Alternate treatments also play a very important role in 

treatment of osteoarthritis. This includes nutritional supplementation chondroitin 

sulphate, antioxidants, vitamins B9/B12/D, acupuncture, etc. These therapies aim 

reducing the inflammation, pain relief and delay the progression of the disease. Extensive 

research is being performed to improvise the alternate treatments for OA. 

 

One of the researched alternate treatments for OA is Arthronat. Arthronat is nutritional 

supplement which has shown promising effects in the treatment of osteoarthritis. It is 

even being used for the treatment of kidney stones, gout etc. The active component is 

derived from „Otoliths‟ of salt water fishes. Otolith is a structure found in the saccule and 

the utricle of the inner ear. It is composed of layers of calcium carbonate (85-90 %) and 

gelatinous matrix (10-15 %). The exact mechanism of action of the drug is not known. 

However Arthronat has been found to reduce the pain and inflammation in the serous 

membranes of joints and damaged periosteum, relax periarticular ligaments, resolve 
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cartilage calcium build-ups, promote greater bone density, stimulates muscle tissue 

development and enhances muscle tone. The most common adverse effect reported is 

diarrhea (within the first 24 hours of the first dose) which is self resolving condition. The 

drug is indicated in Osteoarthritis, gout and kidney stones. Dosage for treatment of 

osteoarthritis is 3000 mg/ day in 2 equal divided doses. The medication is contraindicated 

in subjects who have a previous history of allergy to fish or fish products. Arthronat has 

shown very promising effects in the treatment of osteoarthritis without any major side 

effects. The medication is in use since from 10 years and has proved to be very effective 

in reduction in pain and improvement of joint mobility. 

 

Our primary aim in conducting the study is to observe the potential benefits of the 

medication in a randomized, placebo controlled blinded study design, in accordance with 

recommended guidance by US FDA. 

 

8 STUDY OBJECTIVES 

 

Primary Objective of the study:  

 

 To evaluate the efficacy of Arthronat for the reduction in pain and 

improvement of mobility in subjects with painful osteoarthritis of the hip, 

knee, shoulders, neck or the wrists. 

 

Secondary Objective of the study:  

 

 To evaluate the efficacy of Arthronat for the relief of pain in treatment naive 

subjects as compared to subjects with history of NSAID usage for 

osteoarthritis of the hip, knee, shoulders, neck or wrists. 

 To evaluate the safety of Arthronat in treatment of painful osteoarthritis of the 

hip, knee, shoulders, neck or wrists. 

 

9 INVESTIGATIONAL PLAN 

9.1 OVERALL STUDY DESIGN AND PLAN DESCRIPTION 

This was a randomized, double blind, parallel group, placebo controlled study to evaluate 

the efficacy and safety of Arthronat in subjects with painful osteoarthritis of hip, knee, 

shoulders, neck or wrists The duration of the study treatment was of 4 weeks which was 

preceded by a screening period (with one week of single blind placebo run-in phase) not 

exceeding 14 days.  

 

The study population was planned to consist of subjects of either sex, aged ≥ 18 years 

who were previously diagnosed (at least for 3 months prior to screening) with 

osteoarthritis of hip (as per the ACR criteria for osteoarthritis of hip), knee (as per ACR 
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criteria for osteoarthritis of knee), shoulders, neck or the wrists (as per the clinical and 

radiographic findings of OA of shoulders, neck and wrists). A total of 80 subjects from a 

single centre were randomized into two groups in a 1:1 ratio. There were a total of 2 

treatment arms in the study, details of which are presented in Table 3. 

 

Table 3: Treatment Assignment 

 
TREATMENT 

ARM 
STRENGTH  ROUTE 

DOSING 

SCHEDULE 

TOTAL DAILY 

DOSE 
DURATION 

PLACEBO RUN IN PHASE 

Placebo NA Oral 3 capsules BID 6 capsules 1 week 

ACTIVE TREATMENT PHASE 

Arthronat 500 mg  Oral 3 capsules BID 3000 mg 4 weeks 

Placebo NA Oral 3 capsules BID 6 capsules 4 weeks 

 

A subject was considered enrolled in the study after he/she signed the informed consent. 

The enrolled subject was considered randomized if he/she received the randomized 

treatment assignment number. A randomized subject was considered to have received 

treatment only after he/she receive at least one dose of the study medication. The duration 

of the treatment period for each subject was 4 weeks. A urine pregnancy test (UPT) was 

performed for all females of childbearing potential. Subjects receiving prior NSAID 

therapy were given appropriate wash –out as per protocol. Subjects had to complete a 1 

week placebo run-in period where the compliance of the subjects was evaluated. Only 

subjects with 80% compliance during the run-in period were eligible to participate further 

in the study.  

 

After establishing the eligibility of the subject, the subject was called for the Baseline 

visit (Randomization/Day 0) within 14 days after screening. The day of start of IP was 

considered as Day 0 and was recorded in the CRF. The first dose of the study medication 

was administered to the subject under supervision of the investigator or the investigator 

designated study personnel in the site after the completion of the randomization process. 

Study medication was dispensed to the subjects for the next 1 week. The rescue 

medications (first line – 15 tablets of Paracetamol 500 mg strength)) and subject diary 

was dispensed. Instructions regarding the regular intake of study medications were given. 

The subject was instructed to bring the used and unused medications and the completed 

subject diary in the next visit. The next visit of the subject was scheduled 1 week after the 

start of the treatment (with a window period of ± 1 day). 

 

All adverse events occurring after the subject signs the Informed Consent Form (ICF) 

were captured in the adverse event module of the CRF. Any SAE occurring within 14 

days of last dose of study treatment (Visit 6) was reported by the investigator.  
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Subject visits were scheduled at Screening (Visit 1), Baseline/Day 0 (Visit 2), at Week 1 

(Visit 3), Week 2 (Visit 4), Week 3 (Visit 5) and Week 4 (Visit 6 – End of the study 

visit). 

 

The protocol used in the study is provided in Appendix 16.1.1 and a sample case report 

form (CRF) in Appendix 16.1.2.  

 

The study procedures /assessments performed at different visits have been mentioned 

below in Table 4. 
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Table 4: Study Visit Plan 

 
S. 

No 
Activities 

Screening 

(V1 / -14 to -1 days) 

Baseline 

(V2: Day 0) 

Week 1 

(V3) 

Week 2 

(V4) 

Week 3 

(V5) 

Week 4 

(V6) 

1 Informed Consent Procedure X      

2 Prior medical and surgical history X      

3 Prior concomitant medications X      

4 Demographic data (including height, weight and BMI) X     X* 

5 Vital Signs ** X X X X X X 

6 
General physical examination (including complete systemic 

examination) 
X  

 
 

 
X 

7 Orthopaedic examination of the index joint X X X X X X 

8 Review of ACR criteria  for OA of hip and knee X X     

9 Inclusion exclusion criteria X X     

10 Blood and urine samples collection *** X     X 

11 Urine pregnancy test for females of child bearing potential X      

12 X- ray of the index joint X      

13 Visual Analogue Scale for pain X X X X X X 

14 SF – 36 Quality of Life questionnaire X X X X X X 

15 WOMAC Index Questionnaire for subjects with hip and knee OA X X X X X X 

16 Subject Global Assessment of OA X X X X X X 

 Dispensing the run-in period medications X      

17 Rescue medications dispensing**** X X X X X  

18 Dispensing of Subject diary X X X X X  

19 Review and retrieval  of Subject diary  X X X X X 

20 Recording of AEs  X X X X X 

21 Recording of Concomitant medications  X X X X X 

22 Randomisation of subject and first dose administration  X     

23 Dispensing of study medications  X X X X  

24 OMERACT – OARSI responder index   X X X X 

25 Review of Compliance  X$ X X X X 

26 Retrieval of unused medications  X$$ X X X X 

 
X = Activities applicable at the visit.  

* - Only weight to be measured at Visit 6 (for calculation of BMI) 
** - Vital signs includes – Sitting pulse rate and blood pressure, oral temperature and respiratory rate 

*** - blood samples for complete blood count, liver function tests, urea, creatinine, electrolytes and urine samples for urine analysis (urine routine and microscopy) 

**** - First line rescue medication – Paracetamol; second line rescue medication - Ibuprofen 
$ - calculation of run-in period compliance $$ - retrieval of unused run-in period medications 
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9.2 DISCUSSION OF STUDY DESIGN, INCLUDING THE CHOICE OF 

CONTROL GROUPS 

The randomized, double blind, parallel group, placebo controlled study design was 

chosen as an appropriate study design from a clinical methodology consideration. The 

efficacy of Arthronat in reduction in pain and improvement of mobility in painful 

osteoarthritis of hip, knee, shoulder, neck and wrists was compared to the effects of 

placebo. A double blind randomized, placebo controlled design was used to minimize any 

bias in the interpretation of the results of efficacy of the test products. 

 

The placebo run-in period was included in the study to ensure the enrolment of 

potentially compliant subjects and to minimize withdrawals from the study due to non 

compliance to the study medications. The study was conducted as a clinical trial and with 

accordance to applicable regulatory requirements.  

 

9.3 SELECTION OF STUDY POPULATION 

Study population was drawn from outpatient hospital setting of the clinic. A total of 80 

subjects with osteoarthritis of hip, knee, shoulders, neck or the wrists were recruited in 

this study based on inclusion/exclusion criteria.  

 

9.3.1 Inclusion Criteria 

Patients were eligible for enrolment in the study if they fulfilled the following criteria: 

1. Male and female subjects ≥ 18 yrs of age in general good health 

2. A previously diagnosed (atleast 3 months prior to the screening visit) case of 

osteoarthritis of hip, knees based on the ACR Clinical Classification criteria 

for osteoarthritis or a previously diagnosed (atleast 3 months prior to 

screening  visit) case on shoulders, neck and wrists based on the clinical and 

radiographic findings. 

3. Subjects who had been experiencing significant arthritic pain confirmed by: 

- Screening WOMAC score between 10 - 40 (only for osteoarthritis of 

hip and knee)  

- Baseline VAS score of ≥ 4 

4. Subject who were willing to discontinue all the pain medications before 

starting the study drug except the rescue medications (Paracetamol or 

Ibuprofen) for the entire duration of the study. 

5. Female subjects must have had fulfilled any one of the following criteria: 

- Considered to be of non-child bearing potential if she had undergone 

hysterectomy and/or bilateral Oopherectomy or if she had attained 

menopause (amenorrhea for the last consecutive 12 months). 

- If she was of child bearing potential – she must had not been pregnant 

(negative urine pregnancy test at screening) or lactating or planning to 

become pregnant during the study duration. She must have remained  

abstinent or used adequate contraception [oral contraceptives; 
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contraceptive patches/rings/implants/injected; Norplant
®
; Depo-

Provera
®
; barrier methods (e.g., condom and spermicide); IUD] 

6. All male subjects must have had agreed that they or their female spouses / 

partners would use adequate contraception or should remain sexually inactive 

throughout the study or their spouse / partner must have been of non – child 

bearing potential 

7. Subjects must have demonstrated their willingness to participate in the study 

and comply with the study procedures and required visits. 

8. Have had the ability to understand and sign a written informed consent form, 

which must be completed prior to study specific tasks being performed. 

9. Must had been willing to authorize use and disclosure of protected health 

information collected for the study. 

 

9.3.2 Exclusion Criteria 

Patients were excluded from the study if they fulfilled any of the following: 

1. Subject with history of disease which may have had involved the index joint 

including but not limited to rheumatoid arthritis, any inflammatory joint 

disease, metabolic bone disease (gout, pseudo gout etc), bone tumours, joint 

infections (reactive arthritis, septic arthritis), avascular necrosis (especially of 

neck of femur), neuropathic disorders etc. 

2. Any history of trauma or surgery to the index joint (joint under the study) or 

any planned surgery (diagnostic or therapeutic intervention) to the index joint 

during the participation in the study. 

3. Subjects belonging to Functional class IV as per the ACR criteria for 

functional status (Appendix XI of protocol). 

4. Radiographic evidence of grade 4 osteoarthritis based on the Kellgren and 

Lawrence radiographic criteria for osteoarthritis (Appendix X of protocol). 

5. Any obvious bony deformity or enlargement (including bony enlargement as 

per radiography, joint effusion etc) or any signs of acute inflammation of the 

joint due to arthritis. 

6. Subject with history of any severe painful condition which requires the use of 

regular analgesia and confound the self assessments of pain caused by 

osteoarthritis. 

7. Had any previous use of corticosteroids (oral or parentral), hyaluronic acid 

(intraarticular) for the treatment of osteoarthritis or any other medical 

condition. 

8. Had used of prohibited medications for duration as specified in the protocol 

prior to baseline. 

9. Subjects who had been consuming > 150mg/day of aspirin at screening. 

Subjects who had consumed ≤ 150 mg / day aspirin (for non-analgesic 

indications) should have had been on a stable dose for atleast 30 days prior to 

screening. 
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10. Subjects who had significant medical conditions – chronic liver disease (AST 

/ ALT ≥ 3xUNL or total bilirubin ≥ 2xUNL), renal disease (creatinine ≥ 

1.5xUNL), significant cardiovascular or pulmonary disorder, severe 

hypertension (as per JNC VII classification – refer appendix XIII), HIV 

positive (by history), Hep B or Hep C positive (by history), any significant 

neurological and psychiatric disease (which may affect the participation and 

inference of endpoint of the study). 

11. Subjects who had uncontrolled diabetes mellitus complicated with diabetic 

neuropathy, diabetics with prior history or concomitant usage of insulin. 

12. Any previous history of alcohol abuse or any drug abuse. 

13. Subjects who had any other disease or condition, or are using any medication, 

that in the judgment of the investigator would put the subject at unacceptable 

risk for participation in the study or may interfere with evaluations in the 

study or noncompliance with treatment or visits. 

14. Subjects who have had participated in a study of an investigational drug 30 

days prior to the baseline. 

15. Any history or evidence of allergy to fish or any fish products in the past. 

16. Subjects who were unable to comply with study requirements. 

9.3.3 Removal of patients from therapy or Assessment 

 

Criteria for discontinuation:  
A. Subjects were free to drop out from the study at any time without stating any reason 

and they could choose not to receive the drug or equivalent after signing the consent. 

If the subject chooses not to receive the study drug after signing the consent, the 

subject must have had to notify the Investigator before dispensing of the study drug. 

However the subjects would continue to receive all the standard medical care, to 

which they are were entitled. 

 

B. Investigator also, at their discretion, could withdraw the subject from participating in 

the study at any time. The subjects were withdrawn from therapy, if any of the 

following events occurred after giving the consent: 

 

a. Withdrawal of subjects due to lack of efficacy of the study medication where 

withdrawal was considered in the best interest of the subject. 

b. Subject suffered from significant intercurrent illness or undergoes surgery 

during the course of the study where continued participation in the study 

presented a significant safety concern. 

c. Subject experienced adverse event or laboratory abnormality, when 

withdrawal would have been in the best interest of the subject, as assessed by 

the investigator. 

d. The subject failed to comply with the requirements of the protocol (e.g., visit 

window deviation) the subject may be withdrawn at the discretion of 

investigator after discussion with medical monitor. 
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e. It was necessary to further protect the health of the subject or the integrity of 

the study. 

f. Intake of any prohibited medications. 

g. Pregnancy. 

h. Repeated and frequent non-adherence to prescribed dosing regimen as 

reported in subject diary and/or assessed by the investigator and/or monitor. 

i. Institution of additional medical rescue therapy. 

 

9.4 TREATMENTS 

9.4.1 Treatments Administered 

During the run-in period all the subjects were provided with placebo for a 1 week period. 

A total of 80 patients were randomized into two treatment arms in the study. The 

treatment was given as per the randomization schedule generated. The total duration of 

the treatment was for 4 weeks and the subjects took the allotted treatment twice in a day 

orally. 

 

9.4.2 Identity of Investigational Product 

Rowtasha supplied the investigational products (IPs) used in the study. The drugs were 

manufactured complying with all required regulations. Sufficient quantities of the drug 

were supplied to the clinical study facility by the sponsor. The product identifiers on the 

bottles were letter designated as Product A or B along with other label information. The 

details of the investigational products are provided in Table 5. 

 

Table 5: Investigational Product Details 

 

Product Test Comparator 

Active Ingredient Otoliths Matching placebo 

Brand name Arthronat Inactive substance  

Dosage Form Capsule  Capsule  

Route  Oral Oral  

Strength 500 mg NA 

Dosing Regimen 3 capsules BID 3 capsules BID 

Treatment duration 4 weeks 4 weeks 

Manufacturer Twilight Litaka Pharma Limited, Pune Twilight Litaka Pharma Limited, Pune 

Batch/Lot No. 452960 452960 

Treatment ID Product A Product B 

Manufacture Date Jun 2010 Jun 2010 

Expiration Date Feb 2012 Feb 2012 
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9.4.3 Method of assigning patients to treatment group 

The randomization schedule was generated by MAL statistical team, using PROC PLAN 

in SAS, version 9.2, according to MAL standard operating procedures (SOPs) listing 

Enrolment-Id and treatment. Sites dispensed study medication in sequential order, as the 

subjects qualified for participation in the study. The investigator involved in conducting 

the study and performing the evaluation was blinded to treatment codes until the database 

is locked. The drug dispensing was done by Investigator designated site personnel. It was 

the responsibility of the site designee to ensure appropriate dispensing of study 

treatments.  

 

All subjects who signed an IEC approved informed consent form and authorization for 

the use and disclosure of protected health information were assigned a unique subject 

identity code (SIC) consisting of 3 digit centre code. The subject initials and the 

randomization code were captured separately as an additional identity. 

 

Copy of randomization schedule is attached as Appendix 16.1.7. The list of patients 

fulfilling all the inclusion and exclusion criteria, and who have been randomized is 

provided in Appendix 16.2.  

 

9.4.4 Selection of Doses in the Study 

 

During the run-in period, all the subjects were provided with placebo and were instructed 

to consume 3 capsules twice daily for a 1 week period. During the active treatment 

period, the dosing as per the randomization schedule started with dispensing and 

administration of drug. The first dose was administered to the subject on Day 0 at the 

study site under the supervision of the Investigator or the investigator designated study 

personnel after the randomization process. The subject were instructed to consume 3 

capsules twice daily (i.e., total of 6 capsules per day) starting from Day 0 till the end of 4 

weeks. 

 

9.4.5 Selection and timing of doses in the study 

 

IP administration:  
During the run-in period, and the active treatment period, the dosing was BID and was to 

be taken before or after the two principal meals of the day. The capsules were taken along 

with plenty of fluids. The capsules were swallowed whole and not crushed, chewed, 

broken into pieces, or taken apart prior to administration. The treatment was given as per 

the randomization schedule generated. The total duration of the treatment was for 4 

weeks and the subjects took the allotted treatment twice in a day orally. 

 

Missed Doses: 

The subjects were instructed to consume a total of 6 capsules (Arthronat / placebo as per 

the randomization schedule) per day. If the subject missed one dose of the medication, 
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he/she was instructed to consume 6 capsules during the next dose. The subject was 

advised to consume a total of 42 capsules per week (6 capsules per day X 7 days). 

 

9.4.6 Blinding 

 

This was a double blind study. The study was conducted under double blind conditions. 

To ensure double blind conditions the study medications (Arthronat capsules and the 

matching placebo) were dispatched in identical bottles marked as product “A” and “B”. 

The investigators and the monitors were not informed about the identity of the study 

medication and had no copy of the randomization code.  The investigator was supplied 

with a sealed emergency envelope for each subject number containing the identity of 

treatment sequence for each subject.  The sealed envelopes were checked by the monitor 

during the study and were collected back at the end of the study. In case of emergency or 

occurrence of SAE, which required breaking of randomization code, the unblinding 

procedure as per MAL SOP‟s was to be followed. 

Any accidental unblinding was to be recorded as a protocol deviation and the subject 

could continue in the study. Any need to open the investigator blinding of trial 

medication for clinical management of subjects health during the trial would also not be 

regarded as a withdrawal criterion, unless withdrawal would be in the best interest of the 

subject or study, as assessed by the investigator. 

 

9.4.7 Prior and Concomitant Therapy 

 

Concomitant therapy (except the prohibited medications as listed below) was permitted at 

the discretion of the physician. Detailed history of concomitant medications at the 

baseline was recorded in the CRF. All concomitant therapy taken by the subject during 

the study period was recorded in the CRF in the concomitant medications section in 

detail. 

 

Subjects were instructed to report to the investigator any medication used over the course 

of the study. At the discretion of the investigator, these subjects continued the study 

participation if the medication was not anticipated to alter study integrity and interfere 

with the evaluation. 

 

Prohibited medications:  

 

1. Any medications used for pain relief (including but not limited to NSAIDs, 

topical analgesics, opioids, oral or parental (or topical to the index joint) 

corticosteroids, hyaluronic acid,  

2. Any ayurvedic, homeopathic or herbal preparations etc) other than the rescue 

medications were prohibited throughout the study.  
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These medications were stopped at least 48 hrs prior to the baseline visit (Visit 2) or 

during the time prior to baseline visit that is at least 5 times the half life of the particular 

analgesic whichever is greater. Subjects with the history of any previous use of 

corticosteroids (oral, intramuscular, intraarticular, intravenous etc), hyaluronic acid (intra 

– articular) for treatment of osteoarthritis or any other medical condition in the past were 

not included in the study. Diabetic subjects with prior usage or concomitant usage of 

insulin were not included in the study. Subjects consuming > 150 mg/day aspirin at 

screening were not included in the study. Subjects consuming ≤ 150 mg / day aspirin (for 

non-analgesic indications) was on a stable dose for at least 30 days prior to screening and 

no changes in the dose was made during the study. 

 

Rescue medications:  
 

Paracetamol (first line) and Ibuprofen (second line) were the rescue medications to be 

used in the study. No other analgesics other than the two rescue medications were 

administered during the study. The details of rescue medication (number of rescue 

medications used per day, start and stop date of the medication and date of last dose of 

rescue medication consumed prior to the scheduled visit) were recorded in the subject 

diary.  

 

Subjects could take Paracetamol upto a maximum of 4000 mg/day for pain relief. The 

medication was discontinued at least 48 hrs prior to any study assessment visit (specific 

instructions regarding the same were given to the subjects). If the subject did not 

experienced adequate pain relief with the first line rescue medication (Paracetamol), the 

subject was instructed to inform the study investigator or the designated study personnel 

and attend an unscheduled visit.. It was the investigator‟s discretion to start second line 

rescue medication (ibuprofen) or withdraw subject from study based on examination 

findings. Upto 3200 mg/Day Ibuprofen could be administered to the subject. The 

medication was to be discontinued at least 48 hrs prior to any study assessment visit. 

 

9.4.8 Treatment Compliance 

 

IP was dispensed by an authorized designee at the scheduled visits. Subjects were 

required to bring both used (empty medication bottles) and unused study medication to 

the study centre at their scheduled visits. Records were maintained of all medication 

dispensed, used and returned by each subject.  

 

Compliance during the run-in phase was a minimum of 80%. If compliance was outside 

this range, the patient was carefully interviewed and, if necessary, re-informed about the 

purpose and the conduct of the trial. The final decision regarding the inclusion of the 

subject in the study based on the compliance of the run-in period was dependent on the 

Investigator‟s discretion. Subjects were asked about their compliance at each visit and the 

study diary was reviewed. This information was appropriately recorded at scheduled visit 

in the CRF. Compliance was assessed by drug history and the data was noted in the 

subject diary.  
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In the first and second week of treatment (Week 1 and Week 2), the subject who did not 

consume 42 capsules (6 capsules per day X 7 days) in the respective weeks were 

excluded from the per protocol population. Overall for the study, the compliance was 

between expected to be 90-110 %. Subjects judged to be non-compliant were planned to 

be counseled on the importance of daily study medication intake, as prescribed. Subjects 

who were repeatedly or severely non-compliant were discontinued, at investigator‟s 

discretion after discussion with the medical monitor. Also it was planned to discontinue 

subjects who were repeatedly or severely non-compliant, at investigators and medical 

monitor discretion.  

 

9.5 EFFICACY AND SAFETY VARIABLES 

9.5.1 Efficacy and Safety Measurements Assessed  

 

 Efficacy evaluation included assessment of the following self administered scales. 

-Visual Analogue Scale (VAS) for pain 

- WOMAC index of osteoarthritis for subjects with hip and knee osteoarthritis 

- SF – 36 Quality of Life questionnaire 

- Patient Global Assessment of Osteoarthritis 

 The OMERACT – OARSI responder index criteria was assessed to determine the 

clinical response. 

 

Visual Analogue Scale for Pain: 

 

A VAS is a measurement instrument that tries to measure a characteristic or attitude that 

is believed to range across a continuum of values and cannot easily be directly measured. 

It is a self administered scale. It is usually a horizontal line, 10 mm in length anchored 

with word descriptors at the end (where 0 represents „No distress / pain‟ and 10 

represents „Unbearable distress / pain‟). The subject marks on the line the point that they 

feel represents their perception of pain of their current state. The VAS score is 

determined by measuring in millimeters from the left hand end of the line to the point that 

the subject marks.  

 

Pain assessment using the VAS for pain was performed during all the 6 visits of the study 

(Screening, Baseline, Visit 3, Visit 4, Visit 5 and Visit 6) and on daily basis too (in the 

subject diary).  

 

Western Ontario and McMaster Universities (WOMAC) Index: 

 

WOMAC Index scale is a disease-specific, tri-dimensional self-administered 

questionnaire, for assessing health status and health outcomes in osteoarthritis of hip and 

/ or knee. It consists of 3 sub-scales: Pain sub-scale, Physical function sub-scale and 

Stiffness sub-scale. The pain sub-scale comprises of 5 questions regarding the amount of 

pain experienced by the subject due to osteoarthritis in the index joint in the past 48 hrs. 
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The scores are measured using the 5 point – Likert scale. Higher scores indicate higher 

pain. (0 indicates „No pain‟ and 4 indicates „Extreme pain‟).The stiffness sub-scale 

consisted of 2 questions regarding the amount of stiffness (resistance of the joint to 

movement characterized by difficulty in moving the joint along with pain and discomfort 

in the joint) experienced in the index joint in the past 48 hrs. The scores are measured 

using the 5 point – Likert scale. Higher scores indicate increased stiffness (0 indicates 

„No stiffness‟ and 4 indicates „Extreme stiffness‟). The physical function sub-scale 

consists of 17 questions regarding the degree of difficulty experience in the index joint 

due to OA in the past 48 hrs. The scores are measured using the 5point – Likert scale. 

Higher scores indicate worse function. (0 indicates „No difficulty‟ and 4indicates 

„Extreme difficulty‟). 

 

WOMAC index score was completed by subjects with osteoarthritis of knee and hip 

during each study visit (Screening, Baseline, Visit 3, Visit 4, Visit 5 and Visit 6). 

 

SF – 36 Quality of Life Questionnaire: 

 

SF – 36 questionnaire is a self administered questionnaire that measures the following 8 

health concepts: physical functioning, role limitations due to physical problems, social 

functioning, bodily pain, mental health, role limitations due to emotional problems, 

vitality and general health perception. Higher scores represent well-being of the subject. 

SF – 36 questionnaire was completed by the subject during all the visits (screening, 

Baseline, Visit 3, Visit 4, Visit 5 and Visit 6).  

 

The SF-36 includes 36 items and covers eight scales: physical functioning (PF), role 

limitations due to physical health problems (RP), bodily pain (BP), general health 

perceptions (GH), vitality (VT), social functioning (SF), role limitations due to emotional 

problems (RE), and mental health (MH). All scales are linearly transformed to a 0–100 

scale, with 0 indicating the least favorable status and 100 being the most favorable health 

status. Two summary measures, the physical component summary (PCS) and the mental 

component summary (MCS), aggregate the 8 scales. The three scales (PF, RP, and BP) 

contribute most to the scoring of the PCS measure, and three scales (MH, RE, SF) 

contribute most to the scoring of the MCS measure. 

 

Subject Global Assessment of Osteoarthritis: 

 

Subject Global Assessment of osteoarthritis is a self – administered scale which was 

completed by the subject during each study visit (Screening, Baseline, Visit 3, Visit 4, 

Visit 5 and Visit 6) 

 

The subject had to assess on a scale of 1 (indicates „Very good‟) to 5 (indicates „Very 

poor‟) as to how severe the OA symptoms are and the severity of limitation of activities 

due to OA. 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 38 

OMERACT – OARSI (Outcome Measures in Rheumatoid Arthritis Clinical Trials – 

Osteoarthritis Research Society International) responder index: 

 

OMERACT – OARSI responder index is two sets of responder criteria to present the 

results of changes from baseline in three symptomatic domains (WOMAC Pain subscale, 

WOMAC Physical function subscale, and Subject's Global Assessment of Osteoarthritis. 

  

The subjects were assessed to be „OMERACT – OARSI Responder‟ or „OMERACT – 

OARSI - Non – responder‟ at visit 3, visit 4, visit 5 and visit 6 for subjects of 

osteoarthritis of knee and hip. 

 

Safety measurement: 

 

Safety was assessed throughout the study via AE reporting, physical examination, 

monitoring of vital signs (heart rate, respiratory rate, blood pressure and temperature) and 

the laboratory investigations. 

 

Treatment-emergent AEs were defined as events that occurred after the first dose of 

medication and up to end of treatment. AE(s) monitored using the solicited checklist as 

volunteered by the subject and as observed by the principal investigator will be 

categorized descriptively by total number of AE(s) based on their causality, as well as 

severity and compared between treatment and control arms. These events will be 

summarized and reported as appropriate. The number and the proportion of subjects who 

experienced AEs were computed by treatment group, classified by MedDRA Primary 

System Organ Class and Preferred Terms. AEs were also be summarized by each severity 

grade (mild, moderate, severe) and by each relationship grade (none, possibly, probably) 

in a similar way. Proportion of subjects who used concomitant medication during the 

study period were computed for each treatment group.  

 

Vitals signs and physical examination were summarized descriptively by treatment. For 

the Safety laboratory tests the shift tables were present. 

 

9.5.2 Appropriateness of Variables 

 

The variables measured in this study were standard variables for clinical studies for 

treatment of osteoarthritis. 

 

9.5.3 Primary Efficacy Variable (s) 

 

The primary efficacy variables were changes in the pain scores as evaluated VAS and 

improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and Physical 

function at end of 1 week as compared to Baseline (Day 0 / Visit 2). 
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9.5.4 Drug Concentration Measurements 

The study did not include any drug concentration measurements.  

  

9.6 DATA QUALITY ASSURANCE 

 

Study Monitoring and Training 

Site selection visits were made by the Clinical Research Associates (CRAs) of MAL. 

During site initiation, the investigator and the staff at the study site were trained on 

protocol, ICF procedure, ICH GCP guidelines, randomization procedure, AE and SAE 

reporting, source documentation and CRF filling, maintenance of the investigator site 

file, clinical supplies dispensing & accountability and storage procedures. During the 

study, the CRA had regular contact with the study site. These contacts included visits to 

confirm that facilities remained acceptable, that the site personnel adhered to the 

protocol, that data was accurately recorded in the CRFs and to provide information and 

support to the investigator. The CRA ensured that the regular updating of the inventory 

and maintenance of IP dispensing log for the individual patient, regular temperature 

control by maintaining temperature log, etc. which were required for drug accountability. 

Source data verification (a comparison of the data in the CRF with the hospital records 

and other records at the study site) was also done. 

 

All clinical studies conducted by MAL are subject to quality control and quality 

assurance measures as dictated by the appropriate department's operational documents 

like SOP‟s and process documents. The quality assurance activities were conducted by 

quality assurance personnel who after reviewing the data and the report declared the 

quality of the conduct of the study. Refer Appendix 16.1.8 for QA statement.  

 

Audits and inspections 

No audit/inspection has taken place till date for this study. 

 

Data Management 

Double Data entry, data validation and error rate calculation were done by Clinical Data 

Management personnel at Manipal AcuNova. The error rate for critical data was 0% and 

non-critical data was 0%. The data management personnel raised queries for 

discrepancies that required further clarification from the site and also for missing data 

using the "Data Clarification Form" as per the standard procedure. Resolution of data 

discrepancies was completed before the database was locked. 

 

Dictionaries and coding terminology 

AEs were classified according to the terminology of Medical Dictionary for Regulatory 

Activities (MedDRA Version 13.0) – Preferred Term (PT) and System Organ Class (SOC). 

Medications were classified using the World Health Organization Drug Dictionary (WHO-

DD June 2009). Coding of all AEs and medications was completed before the database 

was locked. 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 40 

   

9.7 STATISTICAL METHODS PLANNED AND DETERMINATION OF 

SAMPLE SIZE 

9.7.1 Statistical and Analytical Plans 

A comprehensive Statistical Analysis Plan (SAP) version 1.0 dated 26 Nov, 2010 was 

prepared for the study prior to the database being locked and performing the final 

analysis. A copy of SAP is provided in Appendix 16.1.9 

 

9.7.1.1 Patients Included in the analysis  

Three populations were considered for the analyses: the modified intention-to-treat (MITT) 

the per-protocol (PP) and the safety population. All efficacy endpoints were analyzed for 

the MITT and PP population of which the MITT population analysis was the primary and 

PP was the secondary analyses sets and all safety endpoints was analyzed for the safety 

population. 

 

Modified Intention-to-treat population: 

For efficacy evaluation, all subjects randomized and have at least one post treatment 

measurement were included in MITT population. 

 

Per-Protocol population: 

Subjects who complete both the baseline visit and end of treatment visit and who have no 

major protocol violations were included in the PP population. 

 

Safety population: 

For safety evaluation, all subjects randomized and received at least one dose of study 

medication were included in the safety population. 

 

9.7.1.2  General Considerations  

Statistical analyses were performed after all patients had ended their participation in the 

study and the database was locked.   

 

The SAS  package (SAS
®
 Institute Inc., USA, and Version 9.2) was used for statistical 

evaluation. 

 

9.7.1.3 Demographic and Baseline Characteristics 

The following demographic and baseline characteristics were summarized by treatment 

group: age, weight, gender, race, reproductive status and vital signs. 

 For continuous measurements such as age, vital signs, height and weight the 

mean, median, standard deviation and range were tabulated. 

 For categorical measurements such as gender, race and reproductive status the 

frequencies were calculated. 
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9.7.1.4 Analysis of Efficacy 

The primary efficacy endpoint: 

 Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end 

of 1 week as compared to Baseline (Day 0 / Visit 2) 

 Improvement (change) in mobility at the end of Week 1 as compared to 

Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of 

Stiffness and Physical function. 

 

The secondary efficacy endpoints: 

 Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 

compared to Baseline (Day 0 / Visit 2). 

 Percentage of responders (defined as atleast 70 % pain relief as compared to 

Baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS 

 Assessment of percentage responders at Week 1 stratified by prior history of 

NSAID use. 

 Assessment of percentage responders at Week 2 stratified by prior history of 

NSAID use. 

 Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared 

to Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of 

Stiffness and Physical function.  

 Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for 

hip and knee osteoarthritis 

 Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life 

questionnaire 

 Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 

 OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 

 Number of subjects who use rescue medication in the treatment arm as 

compared to the placebo arm at end of week 1, 2 , 3 and 4 as compared to 

baseline 

 Number of days of use of rescue medication in the treatment arm as compared 

to the placebo arm 

 Amount (in mg) of first line rescue medication (Paracetamol) used in the 

treatment arm as compared to the placebo arm. 

 Amount (in mg) of second line rescue medication (Ibuprofen) used in the 

treatment arm as compared to the placebo arm. 

 

Analysis of primary efficacy endpoints: 

 

For the primary efficacy endpoints, change in the pain scores as evaluated by Visual 

Analogue Scale (VAS) and improvement in mobility as evaluated by WOMAC sub-

scales of Stiffness and Physical function at end of 1 week as compared to Baseline (Day 0 
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/ Visit 2) were calculated. For these efficacy endpoints, treatment effects were evaluated 

using an analysis of variance (ANOVA) model with factors for baseline and treatment. 

Treatment effects were estimated using the least-square means and 95% CIs from the 

ANOVA model. The assumption of normality and homogeneity of variances were tested 

using the Shapiro-Wilks test and the Levenes test, respectively. If the assumptions are 

violated, Kruskal-Wallis test (non-parametric) were used to corroborate the results of the 

parametric analyses.  If the two sided p-value of all primary efficacy endpoints (VAS 

scale and WOMAC subscale at the end of week 1 as compared to Baseline) are less than 

5%, then the hypothesis of superiority over placebo will be demonstrated. 

 

Analysis of secondary efficacy endpoints: 

 

The secondary efficacy endpoints were appropriately summarized and compared among 

the treatment and control arms. 

 

9.7.1.5 Analysis of Safety and tolerability 

 

The safety endpoints are: 

 

 The type of AE(s), number of AE(s), frequency of AE(s) and proportion of 

subjects with AE(s). 

 Physical examination 

 Assessment of vital signs 

 Safety laboratory tests (Complete blood count, Liver function tests, urea, 

creatinine and electrolytes and urine routine) 

 

Analysis of safety endpoints: 

 

Adverse events that occurred subsequent to the first dose of study drug were summarized. 

The number and the proportion of subjects who experienced AEs were computed by 

treatment group, classified by MedDRA Primary System Organ Class and Preferred 

Terms. AEs were also be summarized by each severity grade (mild, moderate, severe) 

and by each relationship grade (unrelated, unlikely, possibly, probably, definite) in a 

similar way. Vitals signs, physical examination, were summarized descriptively by 

treatment. 

 

9.7.2 Handling of Drop-outs and Missing Data 

 

Efficacy: For subjects with incomplete data (for dropping out or for any other reason), 

missing values were imputed for inclusion in the MITT population and no imputation 

was done for PP population. 

 

Safety: No imputation was done on missing safety data, unless otherwise stated below. 
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Dates: Dates of remote events (e.g. AEs or concomitant medication) may be partially 

incomplete, as the day and/or month may be unknown. AEs with incomplete start dates 

were considered as treatment emergent, only if they are definitely known to have started 

after randomization. For treatment emergent AEs with incomplete start dates (unknown 

date and known month), the start date was taken as the first of the corresponding month 

or date of randomization, whichever is later. Incomplete dates for concomitant 

medications were not imputed. 

 

9.7.3 Determination of Sample Size 

As per the suggestion of sponsor, a sample size of 80 subjects (40 subjects in each 

treatment arm) was enrolled for the study. 

 

9.8 CHANGES IN THE CONDUCT OF THE STUDY OR PLANNED 

ANALYSES 

 

9.8.1 Changes in the study conduct 

There were no changes in the conduct of the study from what was planned in the 

protocol. 

 

9.8.2 Changes in the planned analysis 

There were only two treatment arms in the study. Since for the non-parametric tests the 

factors are not considered Wilcoxon rank sum test have been used instead of Kruskal 

Wallis test to corroborate the results of the parametric analysis. The treatment effects 

were estimated using the 95% CI which have been reported for the Least – Square (LS) 

mean of the change from the baseline. Also the p value is presented from both ANOVA 

model and Wilcoxon rank sum test in tables.   

 

In addition, the table template of Analysis of OMERACT-OARSI at each visit has been 

modified, as there is no baseline visit for the parameter. Only Number (and Percentage) 

of Responders and Non-Responders according to OMERACT-OARSI Responder Index 

at each visit has been presented. 
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10 STUDY PATIENTS 

10.1 DISPOSITION OF PATIENTS 

As planned, 80 patients enrolled from 01 center completed the clinical study. Table 6 

provided details of subject disposition by treatment group. 

 

Table 6: Summary of subject disposition 

 

 
Treatment A 

n (%) 

Treatment B 

n(%) 

All 

n(%) 

Number Of Subjects   40(100.0%) 40(100.0%) 80(100.0%) 

Number Of Subjects  Completed  40(100.0%) 40(100.0%) 80(100.0%) 

Number Of Subjects Withdrawn  0(0.0%) 0(0.0%) 0(0.0%) 

Enrolled    = Number of subjects who were enrolled in the study 

Completed   = Number of subjects who completed the visit 6 

Withdrawn = Number of subjects who did not come for the Study   

Treatment A: Arthronat  

Treatment B: Placebo 

Source Listing: End of study form, Randomization   

 

All the enrolled 80 (100%) subjects completed all the scheduled study visits. Table 7 

provides the details about the number of patients at each visit. 

 

Table 7: Number of subjects at each visits (MITT population) 

 

Visit  
Treatment A         

n (%) 

Treatment B     

n (%) 

All                n 

(%) 

Screening  40(100.0%)  40(100.0%)  80(100.0%)  

Baseline (Randomization)  40(100.0%)  40(100.0%)  80(100.0%)  

Week 1 (V3)  40(100.0%)  40(100.0%)  80(100.0%)  

Week 2 (V4)  40(100.0%)  40(100.0%)  80(100.0%)  

Week 3 (V5)  40(100.0%)  40(100.0%)  80(100.0%)  

Week 4 (V6)  40(100.0%)  40(100.0%)  80(100.0%)  

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Date of visit 

 

10.2 PROTOCOL DEVIATIONS 

No major protocol deviations occurred during the conduct of the study. 
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11 EFFICACY EVALUATION 

11.1 DATA SETS ANALYSED 

Three populations were considered for the analyses: the modified intention-to-treat (MITT) 

the per-protocol (PP) and the safety population. All efficacy endpoints were analyzed for 

the MITT and PP population of which the MITT population analysis was the primary and 

PP was the secondary analyses sets and all safety endpoints was analyzed for the safety 

population. 

 

Forty subjects each were randomized into the two arms [Treatment A (Arthronat) and 

Treatment B (Placebo)] of the study. All the 40 randomized subjects in both the treatment 

groups were included for MITT, PP and safety analysis. The Table 8 provides the 

information about the number of subjects for MITT and safety population respectively. 

 

Table 8: Summary of Study Population included for Analysis 

 
  Number % 

Subject Status  
Treatment A    

(N=40) 

Treatment B    

(N=40) 
All (N=80) 

Number of subjects randomized  40(100.0%)  40(100.0%)  80(100.0%)  

Included in the Modified intention-to-treat 

analysis  
40(100.0%)  40(100.0%)  80(100.0%)  

Included in the per-protocol analysis  40(100.0%)  40(100.0%)  80(100.0%)  

Included in the safety analysis  40(100.0%)  40(100.0%)  80(100.0%)  

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Randomization, End of study 

 

11.2 DEMOGRAPHIC AND OTHER BASELINE CHARACTERISTICS 

11.2.1 Demographic characteristics 

The two treatment groups were comparable with respect to the demographic 

characteristics measured at baseline. Table 9 and Table 10 provide the summaries of the 

subject characteristics at baseline for the MITT population, for the continuous and 

categorical characteristics, respectively.  

 

The mean age of the subjects ranged from 27.3 to 69.4 years, with a mean of 53.0 years. 

47 (58.75 %) of the subjects were females and 33 (41.25 %) of the subjects were males. 

And 8(10%) of the female subjects had child bearing potential. All subjects in the study 

were of Indian origin.  
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Table 9: Summary of subject demographic characteristics at baseline: continuous 

variables (MITT population) 

 

Treatment Treatment A(N=40) Treatment B (N=40) All (N=80) 

Age (Years) 

N  40  40  80  

Mean  54.7  51.3  53.0  

SD  9.13  10.03  9.69  

Minimum  28.3  27.3  27.3  

Median  54.3  50.3  52.5  

Maximum  69.4  69.0  69.4  

Height (in cm)  

N  40  40  80  

Mean  159.1  162.1  160.6  

SD  8.20  10.12  9.27  

Minimum  148.0  150.0  148.0  

Median  156.0  160.0  158.0  

Maximum  180.0  195.0  195.0  

Weight (in kg)  

N  40  40  80  

Mean  67.3  66.2  66.8  

SD  9.33  11.35  10.34  

Minimum  48.0  41.0  41.0  

Median  66.0  68.0  66.0  

Maximum  92.0  84.0  92.0  

BMI  

N  40  40  80  

Mean  26.6  24.9  25.8  

SD  3.53  3.61  3.64  

Minimum  19.7  18.2  18.2  

Median  26.7  24.8  25.9  

Maximum  37.2 34.8  37.2  

Treatment A: Arthronat  

Treatment B: Placebo  

Source Listing: Demography 
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Table 10: Summary of subject demographic characteristics at baseline: categorical 

variables (MITT population) 

 

  
 Treatment A 

(N=40)  

 Treatment B  

(N=40)  

 All    

(N=80)  

Variable  Categories  n  %  n  %  n  %  

Gender  Female  20  50.00  27  67.50  47  58.75  

   Male  20  50.00  13  32.50  33  41.25  

If  Female Child 

bearing  potential  
Yes  5  12.50  3  7.50  8  10.00  

   No  15  37.50  24  60.00  39  48.75  

If  Yes  Surgically Sterile  2  5.00  1  2.50  3  3.75  

   
Double Barrier 

Method  
3  7.50  2  5.00  5  6.25  

If  No  Post Menopausal  14  35.00  16  40.00  30  37.50  

   
Hysterectomy And/Or 

B/L Oopherectomy  
1  2.50  8  20.00  9  11.25  

Race  Indian  40  100.00  40  100.00  80  100.00  

N = total number of subjects 

n = number of subjects in a given category 

% = ( n / Number of subjects with available results) x 100  

Treatment A: Arthronat 

Treatment B: Placebo   

Source Listing: Demography 

 

11.2.2 Medical History  

All relevant medical history was recorded at the screening visit. Table 11 provides the 

summary of patient‟s medical history classified by involved System Organ Class (SOC) 

and MedDRA preferred term for the MITT population.  

 

Overall 24 (30.0%) and 15 (18.8%) subjects had a medical history of hypertension and 

Type 2 diabetes mellitus in the study respectively. Both the treatment arms were 

comparable in terms of medical history.  

 

A listing of medical conditions for each patient is provided in Appendix 16.2. 
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Table 11:  Summary of the subjects’ medical history classified by MedDRA 

preferred term (MITT population) 

 

  Treatment A 

(N=40)  

 Treatment B 

(N=40)  

 ALL 

 (N=80)  

System Organ 

Class  

MedDRA Preferred 

Term 
n % n % n % 

Metabolism And 

Nutrition 

Disorders  

Diabetes Mellitus 4 10.0 1 2.5 5 6.3 

   
Type 2 Diabetes 

Mellitus 
10 25.0 5 12.5 15 18.8 

Surgical And 

Medical 

Procedures  

Angioplasty 1 2.5 1 2.5 2 2.5 

   Caesarean Section 2 5.0 0 0.0 2 2.5 

   Cataract Operation 3 7.5 2 5.0 5 6.3 

   Cholecystectomy 1 2.5 1 2.5 2 2.5 

   
Gallbladder 

Operation 
0 0.0 1 2.5 1 1.3 

   
Haemorrhoid 

Operation 
1 2.5 2 5.0 3 3.8 

   Hysterectomy 8 20.0 1 2.5 9 11.3 

   
Inguinal Hernia 

Repair 
0 0.0 1 2.5 1 1.3 

   
Renal Stone 

Removal 
0 0.0 1 2.5 1 1.3 

   Salpingectomy 5 12.5 8 20.0 13 16.3 

Vascular 

Disorders  
Hypertension 11 27.5 13 32.5 24 30.0 

N    = Total number of subjects in the specified group 

n/% = Number / percentage of subjects reporting the specified medical history preferred term 

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Medical History 

 

11.2.3 Prior medication 

 

Both the treatment arms Arthonat and placebo were comparable in terms of prior 

NSAIDs usage. The most commonly used prior medication was NSAIDs, Galenic 

(combination of Ibuprofen/Paracetamol) by 15(37.5%) and 8(20%) subjects in Arthonat 

and placebo groups respectively. Details of Percentage of subjects who used prior 

medication (MITT population) are provided in Table 12.  
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Table 12:  Percentage of subjects who used prior medication (MITT population) 

 

  Treatment A (N=40)   Treatment B (N=40)  

Preferred Term  n % n % 

Acarbose  1 2.5 0 0 

Aceclo Plus  6 15.0 9 22.5 

Aceclofenac  8 20.0 9 22.5 

Acetylsalicylic Acid  0 0 1 2.5 

Amlodipine  5 12.5 3 7.5 

Atenolol  1 2.5 2 5.0 

Atorvastatin Calcium  1 2.5 0 0 

Calcitrol /00508501/  1 2.5 0 0 

Calcium  5 12.5 4 10.0 

Calcium Carbonate  1 2.5 1 2.5 

Calcium Citrate  0 0 3 7.5 

Calcium With Vitamin D /01233101/  1 2.5 0 0 

Clopidogrel Sulfate  0 0 1 2.5 

Diapride Forte  3 7.5 0 0 

Diclofenac Deanol  1 2.5 1 2.5 

Diclofenac Sodium  7 17.5 9 22.5 

Enalapril Maleate  1 2.5 1 2.5 

Etoricoxib  0 0 1 2.5 

Fixocard  0 0 1 2.5 

Galenic /Ibuprofen/Paracetamol/  15 37.5 8 20.0 

Gemcal  0 0 1 2.5 

Gemer-P  1 2.5 0 0 

Glibenclamide  1 2.5 0 0 

Glimepiride  0 0 1 2.5 

Glucosamine Sulfate  0 0 1 2.5 

Glynase Mf  2 5.0 0 0 

Hyzaar /01284801/  3 7.5 1 2.5 

Ibuprofen  0 0 1 2.5 

Indometacin  0 0 1 2.5 

Lekovit Ca  9 22.5 7 17.5 

Lornoxicam  1 2.5 1 2.5 

Losartan Potassium  1 2.5 0 0 

Mecobalamin  2 5.0 2 5.0 

Metaglip  2 5.0 1 2.5 

Metformin  2 5.0 3 7.5 

Metformin Hydrochloride  0 0 1 2.5 

Metoprolol Succinate  1 2.5 0 0 

Metoprolol Tartrate  1 2.5 2 5.0 
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  Treatment A (N=40)   Treatment B (N=40)  

Nephrovite  1 2.5 0 0 

Nifedipine  0 0 1 2.5 

Osteocare /01424301/  1 2.5 1 2.5 

Paracetamol  8 20.0 5 12.5 

Pritor /01506701/  0 0 1 2.5 

Propranolol Hydrochloride  1 2.5 0 0 

Ramipril  0 0 2 5.0 

Rejoint  0 0 1 2.5 

Sil-Norboral  2 5.0 0 0 

Telmisartan  0 0 2 5.0 

n/%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Prior Concomitant Medication 

 

11.3 MEASUREMENTS OF TREATMENT COMPLIANCE 

 

The treatment compliance was measured as 100% in both the treatment groups of 

Arthronat and Placebo respectively. Treatment compliance have been categorized and 

summarized for the MITT population in the Table 13.  

 

Table 13: Summary of treatment compliance (MITT population) 

 

 Summary of Treatment Compliance  

Visit  Treatment A Treatment B 

WEEK 1 (V3) N 40 40 

 Mean 100.0 100.0 

 SD 0.00 0.00 

 Minimum 100.0 100.0 

 Maximum 100.0 100.0 

WEEK 2 (V4) N 40 40 

 Mean 100.0 100.0 

 SD 0.00 0.00 

 Minimum 100.0 100.0 

 Maximum 100.0 100.0 

WEEK 3 (V5) N 40 40 

 Mean 100.0 100.0 

 SD 0.00 0.00 

 Minimum 100.0 100.0 

 Maximum 100.0 100.0 

WEEK 4 (V6) N 40 40 
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 Summary of Treatment Compliance  

Visit  Treatment A Treatment B 

 Mean 100.0 100.0 

 SD 0.00 0.00 

 Minimum 100.0 100.0 

 Maximum 100.0 100.0 

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Treatment Compliance 

 

11.4 EFFICACY RESULTS AND TABULATION OF DATA 

11.4.1 Analysis of Efficacy 

11.4.1.1 Analysis of pain scores as evaluated by Visual Analogue Scale (VAS) 

 

The VAS scale was used in the study as a measurement instrument that tries to measure a 

characteristic or attitude that was believed to range across a continuum of values and 

cannot easily be directly measured. Please refer to Section 9.5.1 and Appendix V of the 

protocol for more details on VAS scale. 

 

VAS pain scores were reduced more in Arthronat group from the baseline compared to 

placebo which infers that there was improvement in the pain scores in the Arthronat 

group. The mean pain scores as evaluated by VAS at baseline were 68.6 which came 

down to 65.4 in Arthronat arm and from 70.1 increased to 70.5 in placebo arm at week 1.  

 

The summary of pain scores as evaluated by VAS by visit for MITT population is 

provided in Table 14. Mean percent change in VAS from baseline is presented in Table 

15 and Figure 1. Analysis of absolute change from baseline in VAS pain scores is 

provided in Figure 2. 

 

Post-text Table 1: and Post-text Table 2 provide the summary of pain scores as 

evaluated by percent change in Visual Analogue Scale (VAS) from baseline of MITT 

population and PP population respectively. Post-text Table 3 provides the summary of 

pain scores as evaluated by Visual Analogue Scale (VAS) by visit for PP population. 
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Table 14: Summary of pain scores as evaluated by VAS (MITT population) 

 

Visit Categories Treatment A (N=40) Treatment B (N=40) 

Screening  N  40 40 

   Mean  68.6 69.4 

   SD  8.11 9.48 

   Median  70.0 70.0 

   Minimum  50.0 50.0 

   Maximum  90.0 95.0 

Baseline  N  40 40 

   Mean  68.0 70.1 

   SD  7.90 8.32 

   Median  70.0 70.0 

   Minimum  50.0 50.0 

   Maximum  80.0 86.0 

Visit 3  N  40 40 

   Mean  65.4 70.5 

   SD  7.99 7.07 

   Median  65.0 70.0 

   Minimum  45.0 58.0 

   Maximum  80.0 88.0 

Visit 4  N  40 40 

   Mean  61.6 69.1 

   SD  9.05 7.80 

   Median  60.0 70.0 

   Minimum  45.0 55.0 

   Maximum  90.0 90.0 

Visit 5  N  40 40 

   Mean  59.8 68.2 

   SD  10.00 8.51 

   Median  60.0 68.5 

   Minimum  40.0 52.0 

   Maximum  80.0 90.0 

Visit 6  N  40 40 

   Mean  56.6 65.2 

   SD  11.51 8.21 

   Median  55.0 65.0 

   Minimum  40.0 50.0 

   Maximum  80.0 80.0 

Treatment A: Arthronat;  

Treatment B: Placebo 

Source Listing: Visual Analogue Scale for Pain 
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Table 15: Mean Percentage change in VAS scores from baseline  

 

VAS SCORES FOR PAIN* 

 
Arthronat (N=40) Placebo (N=40) 

Mean Percent Change at Week 1 (Visit 3) -3.3 1.4 

Mean Percent Change at Week 2 (Visit 4) -8.7 -0.5 

Mean Percent Change at Week 3 (Visit 5) -11.4 -1.7 

Mean Percent Change at Week 4 (Visit 6) -15.8 -5.7 

* Positive values for percentage change indicate worsening of pain and negative values indicate 

improvement of pain 

   Source : Table VAS PCT_MITT 
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Figure 1: Mean percent change in Visual Analogue Scale (VAS) from baseline 

 

 
 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 55 

Figure 2: Analysis of absolute change from baseline in VAS pain scores 
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Table 16 provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end 

of week 1 as compared to baseline (Day 0 / Visit 2) for MITT population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 1was -3.878. The p-value of 0.0013 

indicates that there was a significant difference in absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 1 as compared to baseline (Day 0 / Visit 2) between the treatments.  

 

Table 16: Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 1 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  
P-

value**  

Baseline  40  68.0 7.90 40 70.1 8.32 -1.1 6.93 -3.878 (-6.539,-1.217) 0.0048 0.0013 

Week 1  40  65.4 7.99 40 70.5 7.07   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

 

Post-text Table  4 provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 1 as compared to Baseline (Day 0 / Visit 2) for PP population. 
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Table 17 provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end 

of week 2 as compared to baseline (Day 0 / Visit 2) for MITT population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -6.600. The p-value of 0.0001 

indicates that there was a significant difference in absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 2 as compared to baseline (Day 0 / Visit 2) between the treatments. 

 

Table 17:Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of week 

2 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* 
P-

value** 

Baseline 40 68.0 7.90 40 70.1 8.32 -3.7 9.37 -6.600 (-10.09,-3.114) 0.0003 0.0001 

Week 2 40 61.6 9.05 40 69.1 7.80   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

Post-text Table  5:  provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 2 as compared to Baseline (Day 0 / Visit 2) for PP population. 

 

 

 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 58 

Table 18 provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end 

of week 3 as compared to baseline (Day 0 / Visit 2) for MITT population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -7.615. The p-value of 0.0004 

indicates that there was a significant difference in absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 3 as compared to baseline (Day 0 / Visit 2) between the treatments.  

 

Table 18: Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 3 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  
P-

value**  

Baseline  40  68.0  7.90  40  70.1  8.32  -5.0  10.38  -7.615  (-11.54,-3.691)  0.0002  0.0004  

Week 3  40  59.8  10.00  40  68.2  8.51        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

Post-text Table  6: provides the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 3 as compared to baseline (Day 0 / Visit 2) for PP Population. 
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Table 19 provide the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 4 as compared to baseline (Day 0 / Visit 2) for MITT population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4 was -8.172. The p-value of 0.0019 

indicates that there was a significant difference in absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 4 as compared to Baseline (Day 0 / Visit 2) between the treatments.  

 

Table 19: Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 4 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-

value**  

Baseline  40  68.0  7.90  40  70.1  8.32  -8.1  12.15  -8.172  (-12.63,-3.719)  0.0005  0.0019  

Week 4  40  56.6  11.51  40  65.2  8.21        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

Post-text Table 7:  provide the analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale 

(VAS) at end of week 4 as compared to Baseline (Day 0 / Visit 2) for PP Population. 
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11.4.1.2 Analysis of improvement in mobility as evaluated by WOMAC sub-scales of 

Stiffness and Physical function 

WOMAC Index scale used in the study is a disease-specific, tri-dimensional self-

administered questionnaire, for assessing health status and health outcomes in 

osteoarthritis of hip and / or knee. It consists of 3 sub-scales: Pain sub-scale, Physical 

function sub-scale and Stiffness sub-scale. Please refer to Section 9.5.1 and APPENDIX 

VII of the protocol for more details on WOMAC Index scale. 

 

WOMAC pain and physical function scores were reduced more in Arthronat compared to 

placebo which infers that Arthronat group had improvement in the WOMAC pain and 

physical function scores from the baseline compared to placebo. However no 

improvement was seen in stiffness scores in Arthronat group from the baseline compared 

to Placebo. 

 

The mean WOMAC sub-scales of stiffness at baseline were 3.1 and 3.2 and at week 1 

were 3.1 and 3.4 for Arthronat and placebo group respectively. The mean WOMAC sub-

scales of physical function at baseline were 26.8 and 26.7 and at week 1 were 27.0 and 

29.0 for Arthronat and placebo group respectively.  

 

The summary of improvement in mobility as evaluated by WOMAC sub-scales of 

Stiffness and Physical Function by visit for MITT population is provided in Table 20.  

Percentage change in WOMAC index sub-scales of Pain, Stiffness & Physical Function 

from baseline are presented in Table 21, Figure 3,  

Figure 4 and Figure 5. 

 

Post-text Table 8 provides the summary of improvement in mobility as evaluated by 

percent change in WOMAC sub-scales of Pain, Stiffness & Physical Function and total-

scale from baseline (PP population). Post-text Table 9 provides the Summary of 

improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and Physical 

Function by visit for PP Population. 

 

Table 20:  Summary of improvement in mobility as evaluated by WOMAC sub-

scales of Stiffness and Physical Function (MITT population) 
 

Visit  Subscale  Categories  
Treatment A 

(N=40)  

Treatment B 

(N=39)  

Screening  Stiffness  N  40 39 

      Mean  3.0 2.8 

      SD  0.62 0.74 

      Median  3.0 3.0 

      Minimum  1.0 1.0 

      Maximum  5.0 4.0 

Baseline     N  40 39 

      Mean  3.1 3.2 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 61 

Visit  Subscale  Categories  
Treatment A 

(N=40)  

Treatment B 

(N=39)  

      SD  0.74 0.99 

      Median  3.0 3.0 

      Minimum  2.0 1.0 

      Maximum  5.0 5.0 

Visit 3     N  40 39 

      Mean  3.1 3.4 

      SD  0.67 0.99 

      Median  3.0 3.0 

      Minimum  2.0 1.0 

      Maximum  5.0 5.0 

Visit 4     N  40 39 

      Mean  3.2 3.3 

      SD  0.70 0.94 

      Median  3.0 3.0 

      Minimum  2.0 1.0 

      Maximum  5.0 5.0 

Visit 5     N  40 39 

      Mean  3.2 3.3 

      SD  0.62 1.00 

      Median  3.0 3.0 

      Minimum  2.0 1.0 

      Maximum  5.0 5.0 

Visit 6     N  40 39 

      Mean  3.1 3.2 

      SD  0.69 0.92 

      Median  3.0 3.0 

      Minimum  2.0 1.0 

      Maximum  5.0 5.0 

Screening  Physical Function  N  40 39 

      Mean  25.9 26.3 

      SD  2.54 3.16 

      Median  26.0 27.0 

      Minimum  21.0 16.0 

      Maximum  31.0 32.0 

Baseline     N  40 39 

      Mean  26.8 26.7 

      SD  3.88 4.29 

      Median  26.5 27.0 

      Minimum  18.0 15.0 

      Maximum  36.0 37.0 
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Visit  Subscale  Categories  
Treatment A 

(N=40)  

Treatment B 

(N=39)  

Visit 3     N  40 39 

      Mean  27.0 29.0 

      SD  3.20 2.79 

      Median  26.0 29.0 

      Minimum  19.0 23.0 

      Maximum  35.0 36.0 

Visit 4     N  40 39 

      Mean  26.4 29.0 

      SD  2.78 2.74 

      Median  26.5 29.0 

      Minimum  19.0 24.0 

      Maximum  32.0 37.0 

Visit 5     N  40 39 

      Mean  26.6 27.7 

      SD  3.11 2.89 

      Median  26.0 27.0 

      Minimum  21.0 22.0 

      Maximum  34.0 33.0 

Visit 6     N  40 39 

      Mean  26.5 28.2 

      SD  3.39 2.42 

      Median  26.0 28.0 

      Minimum  16.0 25.0 

      Maximum  34.0 34.0 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Table 21 : Mean Percentage change in WOMAC index sub-scales of Pain, Stiffness & 

Physical Function from baseline 

 

WOMAC SCORES 

Pain Treatment A (N=40) Treatment B (N=39) 

Percent Change at Week 1 (Visit 3)  1 7.1 

Percent Change at Week 2 (Visit 4)  -3.2 2.8 

Percent Change at Week 3 (Visit 5)  -3.3 4.6 

Percent Change at Week 4 (Visit 6)  -4.3 6.1 

Stiffness 
  

Percent Change at Week 1 (Visit 3)  1.9 10.3 

Percent Change at Week 2 (Visit 4)  8 8.9 

Percent Change at Week 3 (Visit 5)  5.9 10 

Percent Change at Week 4 (Visit 6)  3.4 7.2 

Physical function 
  

Percent Change at Week 1 (Visit 3)  1.7 11.6 

Percent Change at Week 2 (Visit 4)  -0.3 12.1 

Percent Change at Week 3 (Visit 5)  0.6 7.3 

Percent Change at Week 4 (Visit 6)  -0.2 9.2 

Positive values for percentage change indicate worsening of pain/stiffness and physical function and 

negative values indicate improvement of pain/stiffness and physical function  

Source: Table WOMAC PCT_MITT 
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Figure 3: Percentage change in WOMAC index sub-scales of Pain scores from baseline 
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Figure 4 : Percentage change in WOMAC index sub-scales of Stiffness scores from baseline 
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Figure 5: Percentage change in WOMAC index sub-scales Physical Function score from baseline 
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Table 22 provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 1 as compared to Baseline (Day 0 / Visit 2) for modified intention-to-treat population.  

 

The mean value of WOMAC subscales of physical function for Arthonat treatment group at baseline was 26.8 and 27.0 at week 1 whereas 

the mean value for placebo group at baseline was 26.7 which increased to 29.0 at week 1.  The LS mean difference observed between 

Arthronat and placebo groups was -2.050 (p=0.0090), which indicates that there was a statistically significant difference in physical 

function in the Arthronat treatment arm as compared to the placebo. The analysis of results at week 1 showed that the WOMAC subscales 

of physical function in Arthronat arm were better than placebo arm. 

 

There was no change seen in the mean value of WOMAC subscales of stiffness for Arthronat at baseline and week 1 (score = 3.1) however 

in the placebo arm the mean value increased from 3.2 at baseline to 3.4 at week 1. There was no statistically significant difference seen in 

the two treatment arms at week 1 (p= 0.3154).    

 

Table 22 : Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of stiffness 

and physical function at end of week 1 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 
  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* P-value** 

Baseline Stiffness 40 3.1 0.74 39 3.2 0.99 0.1 0.65 -0.222 (-0.488,0.044) 0.1005 0.3154 

Week 1  40 3.1 0.67 39 3.4 0.99   .  . . 

Baseline 
Physical 

Function 
40 26.8 3.88 39 26.7 4.29 1.2 4.05 -2.050 (-3.281,-0.819) 0.0014 0.0090 

Week 1  40 27.0 3.20 39 29.0 2.79   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table  10:  provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 1 as compared to baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 23 provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 2 as compared to baseline (Day 0 / Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -0.009. The p-value of 0.6845 

indicates that there was no significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness at end of week 2 as compared to baseline (Day 0 / Visit 2) between the treatments.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -2.614. The p-value of 0.0069 

indicates that there was a significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of physical function at end of week 2 as compared to baseline (Day 0 / Visit 2) between the treatments. 

 

Table 23: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of stiffness 

and physical function at end of week 2 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline Stiffness 40 3.1 0.74 39 3.2 0.99 0.1 0.89 -0.009 (-0.343,0.325) 0.9579 0.6845 

Week 2  40 3.2 0.70 39 3.3 0.94   .  . . 

Baseline 
Physical 

Function 
40 26.8 3.88 39 26.7 4.29 0.9 4.51 -2.614 (-3.821,-1.407) <.0001 0.0069 

Week 2  40 26.4 2.78 39 29.0 2.74   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 11: provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 2 as compared to baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 24 provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 3 as compared to baseline (Day 0 / Visit 2) for modified intention-to-treat population. 

  

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -0.114. The p-value of 0.7415 

indicates that there was no significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness at end of week 3 as compared to baseline (Day 0 / Visit 2) between the treatments.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -1.152. The p-value of 0.2373 

indicates that there was no significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of physical function at end of week 3 as compared to baseline (Day 0 / Visit 2) between the treatments. 

 

Table 24:  Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of stiffness 

and physical function at end of week 3 as compared to Baseline (Day 0 / Visit 2) (MITT population) 

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* P-value** 

Baseline  Stiffness  40 3.1 0.74 39 3.2 0.99 0.1 0.96 -0.114 (-0.464,0.236) 0.5190 0.7415 

Week 3     40 3.2 0.62 39 3.3 1.00   .  . . 

Baseline  
Physical 

Function  
40 26.8 3.88 39 26.7 4.29 0.4 4.70 -1.152 (-2.492,0.188) 0.0909 0.2373 

Week 3     40 26.6 3.11 39 27.7 2.89   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

  

Post-text Table  12: provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 3 as compared to baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 25 provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 4 as compared to baseline (Day 0 / Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4 was -0.111. The p-value of 0.5346 

indicates that there was no significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness at end of week 4 as compared to baseline (Day 0 / Visit 2) between the treatments.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4 was -1.746. The p-value of 0.0958 

indicates that there was no significant difference in absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of physical function at end of week 4 as compared to baseline (Day 0 / Visit 2) between the treatments. 

 

Table 25: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of stiffness 

and physical function at end of week 4 as compared to Baseline (Day 0 / Visit 2) (MITT population)  

 

  Treatment A Treatment B Absolute change from baseline 

Visit Subscale N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* P-value** 

Baseline Stiffness 40 3.1 0.74 39 3.2 0.99 0.0 0.94 -0.111 (-0.453,0.230) 0.5176 0.5346 

Week 4  40 3.1 0.69 39 3.2 0.92   .  . . 

Baseline 
Physical 

Function 
40 26.8 3.88 39 26.7 4.29 0.6 4.43 -1.746 (-3.030,-0.462) 0.0084 0.0958 

Week 4  40 26.5 3.39 39 28.2 2.42   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table  13: provides the analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 4 as compared to baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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11.4.1.3 Analysis of WOMAC total score  

 

WOMAC mean total scores reduced more in Arthronat group compared to placebo which 

infers that there was more improvement in WOMAC total score in the Arthronat group 

from the baseline compared to Placebo at the end of the study at Week 4 (Visit 6).The 

mean WOMAC total score at baseline was 37.9 and 37.7 in Arthronat and Placebo group 

respectively and end of the study at visit 6 was 37.2 and 39.5 in Arthronat and Placebo 

group respectively. Please refer to Section 9.5.1 of the protocol in for more details on 

WOMAC total score. 

 

The summary of WOMAC total score by visit for MITT population is provided in Table 

26. Mean Percentage change in WOMAC index Total-Score from baseline is provided in 

Table 27 and Figure 6. 

 

Post-text Table 14:  provides the Summary of WOMAC total score by visit for Per-

Protocol Population.  

 

Table 26:  Summary of WOMAC total score (MITT population)  

 

Visit  Categories  Treatment A (N=40)  Treatment B (N=39)  

Screening  N  40  39  

   Mean  36.7  36.8  

   SD  2.72  3.54  

   Median  37.0  37.0  

   Minimum  30.0  23.0  

   Maximum  42.0  43.0  

Baseline  N  40  39  

   Mean  37.9  37.7  

   SD  4.44  5.45  

   Median  37.0  38.0  

   Minimum  27.0  23.0  

   Maximum  47.0  49.0  

Visit 3  N  40  39  

   Mean  38.2  40.6  

   SD  4.22  4.20  

   Median  37.0  39.0  

   Minimum  30.0  33.0  

   Maximum  52.0  50.0  

Visit 4  N  40  39  

   Mean  37.3  40.1  

   SD  4.15  4.54  

   Median  37.0  39.0  

   Minimum  26.0  32.0  

   Maximum  49.0  52.0  

Visit 5  N  40  39  

   Mean  37.4  39.0  

   SD  4.49  4.62  
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Visit  Categories  Treatment A (N=40)  Treatment B (N=39)  

   Median  36.5  38.0  

   Minimum  28.0  29.0  

   Maximum  49.0  49.0  

Visit 6  N  40  39  

   Mean  37.2  39.5  

   SD  4.92  3.85  

   Median  37.0  39.0  

   Minimum  24.0  35.0  

   Maximum  49.0  49.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Table 27 : Mean Percentage change in WOMAC index Total-Score from baseline 

 

WOMAC SCORES 

Percent Change at Week 1 (Visit 3)  1.4 9.7 

Percent Change at Week 2 (Visit 4)  -0.8 8.9 

Percent Change at Week 3 (Visit 5)  -0.5 6 

Percent Change at Week 4 (Visit 6)  -1.4 7.4 

Positive values for percentage change indicate worsening of pain/stiffness and physical function and 

negative values indicate improvement of pain/stiffness and physical function  

Source: Table WOMAC PCT_MITT 
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Figure 6: Percentage change in WOMAC index sub-scales of Total-score from baseline 
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Table 28 provides the analysis of absolute change from baseline in WOMAC total score at end of week 1 as compared to Baseline (Day 0 / 

Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 1was -2.438. The p-value of 0.0029 

indicates that there was a significant difference in absolute change from baseline in WOMAC total score at end of week 1 as compared to 

baseline (Day 0 / Visit 2) between the treatments.  

 

Table 28:  Analysis of absolute change from baseline in WOMAC total score at end of week 1 as compared to  

baseline (Day 0 / Visit 2) (MITT population) 

 
 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  1.5  5.04  -2.438  (-4.148,-0.728)  0.0058  0.0029  

Week 1  40  38.2  4.22  39  40.6  4.20        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 15: provides the analysis of absolute change from baseline in WOMAC total score at end of week 1 as compared to 

baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 29 provides the analysis of absolute change from baseline in WOMAC total score at end of week 2 as compared to Baseline (Day 0 / 

Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -2.804. The p-value of 0.0522 

indicates that there was no significant difference in absolute change from baseline in WOMAC total score at end of week 2 as compared to 

Baseline (Day 0 / Visit 2) between the treatments.  

 

Table 29:  Analysis of absolute change from baseline in WOMAC total score at end of week 2 as compared to  

Baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  0.9  5.93  -2.804  (-4.710,-0.898)  0.0045  0.0522  

Week 2  40  37.3  4.15  39  40.1  4.54        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

 

Post-text Table 16: provides the analysis of absolute change from baseline in WOMAC total score at end of week 2 as compared to 

baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 30 provides the analysis of absolute change from baseline in WOMAC total score at end of week 3 as compared to Baseline (Day 0 / 

Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -1.571 for the treatment comparison 

of Arthronat and placebo. The p-value of 0.2816 indicates that there was no significant difference in absolute change from baseline in 

WOMAC total score at end of week 3 as compared to Baseline (Day 0 / Visit 2) between the treatments.  

 

Table 30:  Analysis of absolute change from baseline in WOMAC total score at end of week 3 as compared to  

baseline (Day 0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40 37.9 4.44 39 37.7 5.45 0.4 6.11 -1.571 (-3.591,0.449) 0.1254 0.2816 

Week 3  40 37.4 4.49 39 39.0 4.62   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

 

Post-text Table 17: provides the analysis of absolute change from baseline in WOMAC total score at end of week 3 as compared to 

baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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Table 31 provides the analysis of analysis of absolute change from baseline in WOMAC total score at end of week 4 as compared to 

Baseline (Day 0 / Visit 2) for modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4 was  -2.371. The p-value of 0.0767 

indicates that there was no significant difference in absolute change from baseline in WOMAC total score at end of week 4 as compared to 

Baseline (Day 0 / Visit 2) between the treatments.  

 

Table 31:  Analysis of absolute change from baseline in WOMAC total score at end of week 4 as compared to Baseline (Day 

0 / Visit 2) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  0.5  5.73  -2.371  (-4.285,-0.458)  0.0158  0.0767  

Week 4  40  37.2  4.92  39  39.5  3.85        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 18:  provides the analysis of absolute change from baseline in WOMAC total score at end of week 4 as compared to 

Baseline (Day 0 / Visit 2) for Per-Protocol Population. 
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11.4.1.4 Analysis of Responders (defined as at least 70% pain relief as compared to 

Baseline)   

 

One subject in Arthronat group had more than 70% pain relief at Week 2 as compared to 

Baseline.  

 

No subject had at least 70% pain relief at Week 1 as compared to Baseline, at Week 3 as 

compared to Baseline and at Week 4 as compared to Baseline.  

 

Since there were no subject with at least 70% pain relief in Placebo group, analysis within 

both the groups could not be made. 

  

11.4.1.5 Analysis of SF – 36 score  

 

SF – 36 questionnaires was a self administered questionnaire used in the study that 

measured the following 8 health concepts: physical functioning, role limitations due to 

physical problems, social functioning, bodily pain, mental health and role limitations due 

to emotional problems, vitality and general health perception. Higher scores represented 

well-being of the subject. Please refer to Section 9.5.1 and APPENDIX VI of the protocol 

in for more details on SF – 36 questionnaires. 

 

There was no clear pattern shown in the Total SF-36 scores between Arthronat and 

Placebo groups during the study from Baseline to end of the study at Week 4. The SF-36 

scores were similar in both the groups. However the Physical and Mental health scores in 

the Arthronat group were found to be slightly higher than the placebo group at the end of 

the study at Week 4. 

 

Summary and comparison of Total SF-36 scores are provided in Table 32, Table 33, 

Figure 7 and Figure 8. 
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Table 32 : Summary of SF-36 scores scales between Arthronat and Placebo group at Baseline, Week 1, 2, 3 and 4. 

 

SF-36 SCORES 

Groups Week 
Physical 

Function 

Role-

Physical 

Body 

Pain 

General 

Health 
Vitality 

Social 

Functioning 

Role 

Emotional 

Mental 

Health 

Reported 

Health 

Physical 

Health 

Mental 

Health 

TOTAL 

SF-36 

Score 

A
rt

h
ro

n
a

t 

Baseline 47.31 40.94 36.25 50.1 53.63 50 34.17 51.15 27.5 45.646 47.81 45 

Week 1 47.56 43.75 37.5 51.55 57.13 45.75 29.17 51.3 27.5 47.498 46.98 45 

Week 2 47.88 43.13 32.5 51.15 56.5 46.5 21.67 50.23 26.25 46.232 45.21 44 

Week 3 47.81 40.31 35 52.55 55.25 53.75 22.5 49.28 52.55 46.184 46.666 45 

Week 4 46.81 39.06 27.5 53.23 53.38 49 21.67 49.43 25.63 43.996 45.342 43 

P
la

ce
b

o
 

Baseline 47.69 45.63 36.25 49.53 48.38 41.25 30 49 27.5 45.496 43.632 43 

Week 1 48.63 43.44 38.75 51.58 51.38 45.75 30.83 47.25 26.25 46.756 45.358 45 

Week 2 47.63 40.94 38.75 50.7 50.13 43.5 35 49.48 27.5 45.63 45.762 45 

Week 3 47.38 41.25 41.25 52.75 51.38 46.75 39.17 48.5 27.5 46.802 47.71 46 

Week 4 45.25 39.38 26.25 52.08 47.5 45.75 30.83 45.28 27.5 42.092 44.288 42 
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Figure 7 : Total SF-36 Scores between Arthronat and Placebo group during the study 
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Figure 8: Comparison of SF-36 scores [the physical component summary (PCS) and the mental component summary (MCS)] 

between Arthronat and Placebo 
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Table 33 : Summary of mean percent change from baseline of SF-36 score by 

various scale 

 

SUMMARY OF MEAN PERCENT CHANGE FROM BASELINE OF SF-36 SCORE BY VARIOUS 

SCALE 

Scale Visit Treatment A Treatment B 

Physical Functioning  Week 1 (Visit 3) 1.76 5.25 

   Week 2 (Visit 4) 2.57 3.32 

   Week 3 (Visit 5) 2.35 3.72 

   Week 4 (Visit 6) 0.57 -0.47 

Physical Health  Week 1 (Visit 3) 13.83 1.24 

   Week 2 (Visit 4) 12.44 -2.70 

   Week 3 (Visit 5) 3.65 -0.70 

   Week 4 (Visit 6) 3.75 -5.50 

Emotional Problems  Week 1 (Visit 3) -30.00 1.28 

   Week 2 (Visit 4) -48.00 3.85 

   Week 3 (Visit 5) -44.00 16.03 

   Week 4 (Visit 6) -48.00 -8.33 

Energy/Fatigue  Week 1 (Visit 3) 20.55 12.49 

   Week 2 (Visit 4) 19.94 13.47 

   Week 3 (Visit 5) 17.79 14.91 

   Week 4 (Visit 6) 15.73 7.02 

Emotional Well-being  Week 1 (Visit 3) 1.31 -2.05 

   Week 2 (Visit 4) -0.73 4.13 

   Week 3 (Visit 5) -2.23 1.57 

   Week 4 (Visit 6) -2.04 -4.51 

Social Functioning  Week 1 (Visit 3) 14.64 22.46 

   Week 2 (Visit 4) 26.62 17.51 

   Week 3 (Visit 5) 39.91 28.72 

   Week 4 (Visit 6) 29.58 35.20 

Pain  Week 1 (Visit 3) -13.64 -11.90 

   Week 2 (Visit 4) -22.73 -11.90 

   Week 3 (Visit 5) -25.00 -28.57 

   Week 4 (Visit 6) -47.73 -57.14 

General Health  Week 1 (Visit 3) 4.34 7.54 

   Week 2 (Visit 4) 3.95 5.85 

   Week 3 (Visit 5) 7.02 9.97 

   Week 4 (Visit 6) 8.04 8.73 

Health Change  Week 1 (Visit 3) 1.25 -3.95 

   Week 2 (Visit 4) -1.25 0.00 

   Week 3 (Visit 5) 1.25 1.32 

   Week 4 (Visit 6) -2.50 -2.63 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: SF-36 Quality of Life Questionnaire 
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Table 34 provides the analysis of absolute change from baseline to the end of week 1 in SF – 36 score for modified intention-to-treat 

population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 1was -0.145. The p-value of 0.9109 

indicated that there was no significant difference in absolute change from baseline to the end of week 1 in SF – 36 score between the 

treatments.  

 

Table 34: Analysis of absolute change from baseline to the end of week 1 in (SF-36 score) (MITT population)  

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* P-value** 

Baseline  40 46.1 8.95 40 44.9 8.90 0.6 6.03 -0.145 (-2.718,2.428) 0.9109 0.5668 

Week 1  40 46.5 8.42 40 45.8 9.53   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

 

Post-text Table 19:  provides the analysis of absolute change from baseline to the end of week 1 in SF – 36 score for Per-Protocol 

Population. 
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Table 35 provides the analysis of absolute change from baseline to the end of week 2 in SF –36 score for modified intention-to-treat 

population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -0.921. The p-value of 0.4869 

indicates that there was no significant difference in absolute change from baseline to the end of week 2 in SF – 36 score between the 

treatments. 

 

Table 35:  Analysis of absolute change from baseline to the end of week 2 in (SF-36 score)  

(MITT population)  

 
 Treatment A Treatment B Absolute change from baseline  

Visit  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* P-value** 

Baseline  40 46.1 8.95 40 44.9 8.90 -0.1 6.54 -0.921 (-3.546,1.704) 0.4869 0.5036 

Week 2  40 45.4 8.24 40 45.5 8.46   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

Post-text Table 20:  provides the analysis of absolute change from baseline to the end of week 2 in SF – 36 score for Per-Protocol 

Population.   
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Table 36 provides the analysis of absolute change from baseline to the end of week 3 in SF – 36 score for modified intention-to-treat 

population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -1.653. The p-value of 0.2482 

indicates that there was no significant difference in absolute change from baseline to the end of week 3 in SF – 36 score between the 

treatments. 

 

Table 36: Analysis of absolute change from baseline to the end of week 3 in (SF-36 score) (MITT population)  

 
 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  0.5  6.88  -1.653  (-4.482,1.176)  0.2482  0.1906  

Week 3  40  45.6  8.92  40  46.4  8.79        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

Post-text Table 21: provides the analysis of absolute change from baseline to the end of week 3 in SF – 36 score for Per-Protocol 

Population. 
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Table 37 provides the analysis of absolute change from baseline to the end of week 4 in SF – 36 score for modified intention-to-treat 

population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4was 0.709. The p-value of 0.6246 

indicates that there was no significant difference in absolute change from baseline to the end of week 4 in SF – 36 score between the 

treatments. 

 

Table 37: Analysis of absolute change from baseline to the end of week 4 in (SF-36 score) (MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  -1.8  8.08  0.709  (-2.166,3.585)  0.6246  0.8024  

Week 4  40  44.3  8.74  40  43.1  6.02        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

Post-text Table 22: provides the analysis of absolute change from baseline to the end of week 4 in SF – 36 score for Per-Protocol 

Population. 

 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 87 

11.4.1.6 Analysis of Subject Global Assessment of Osteoarthritis 

 

Subject Global Assessment of osteoarthritis is a self – administered scale which was 

completed by the subject during each study visit (Screening, Baseline, Visit 3, Visit 4, 

Visit 5 and Visit 6). The subject had to assess on a scale of 1 (indicates „Very good‟) to 5 

(indicates „Very poor‟) as to how severe the OA symptoms are and the severity of 

limitation of activities due to OA. Please refer to Section 9.5.1 and APPENDIX VIII of 

the protocol for more details on Subject Global Assessment of osteoarthritis. 

 

Subject Global Assessment of Osteoarthritis mean scores were found to be reduced in the 

Arthronat group compared to placebo which infers that the Subject Global Assessment of 

Osteoarthritis scores more improved in Arthronat group from the baseline compared to 

Placebo. 

 

Table 38 and Figure 9 provides information on Analysis of absolute change from 

baseline to the end of week 1, 2, 3 and 4 in Subject Global Assessment of Osteoarthritis. 

 

Table 38:  Analysis of absolute change from baseline to the end of week 1, 2, 3 and 4 

in Subject Global Assessment of Osteoarthritis 

 

SUBJECT GLOBAL ASSESSMENT OF OSTEOARTHRITIS MEAN SCORES 

Visit Arthronat Placebo 

Baseline 3.03 3.05 

Week 1 3 3 

Week 2 2.95 2.98 

Week 3 2.95 3 

Week 4 2.98 3 

Scale : 1 indicates very good;  5 indicates very poor  
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Figure 9: Analysis of absolute change from baseline to the end of week 1, 2, 3 and 4 in Subject Global Assessment of Osteoarthritis 
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Table 39 provides the analysis of absolute change from baseline to the end of week 1 in Subject Global Assessment of Osteoarthritis for 

modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 1was 0.009. The p-value of 0.5536 

indicates that there was no significant difference in absolute change from baseline to the end of week 1 in Subject Global Assessment of 

Osteoarthritis between the treatments. 

 

Table 39: Analysis of absolute change from baseline to the end of week 1 in Subject Global Assessment of Osteoarthritis  

(MITT population) 

 
 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline 40 3.03 0.158 40 3.05 0.221 -0.04 0.192 0.009 (-0.057,0.075) 0.7840 0.5536 

Week 1 40 3.00 0.000 39 3.00 0.229   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

Post-text Table 23: provides the analysis of absolute change from baseline to the end of week 1 in Subject Global Assessment of 

Osteoarthritis for Per-Protocol Population.  

 

 

 

 

 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 90 

Table 40 provides the analysis of absolute change from baseline to the end of week 2 in Subject Global Assessment of Osteoarthritis for 

modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 2 was -0.025. The p-value of -0.025 

indicates that there was no significant difference in absolute change from baseline to the end of week 2 in Subject Global Assessment of 

Osteoarthritis between the treatments. 

 

Table 40: Analysis of absolute change from baseline to the end of week 2 in Subject Global Assessment of Osteoarthritis  

(MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.08  0.267  -0.025  (-0.113,0.062)  0.5634  0.9830  

Week 2  39  2.95  0.223  40  2.98  0.158        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

 

Post-text Table 24: provides the analysis of absolute change from baseline to the end of week 2 in Subject Global Assessment of 

Osteoarthritis for Per-Protocol Population. 
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Table 41  provides the analysis of absolute change from baseline to the end of week 3 in Subject Global Assessment of Osteoarthritis for 

modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 3 was -0.051. The p-value of 0.6336 

indicates that there was no significant difference in absolute change from baseline to the end of week 3 in Subject Global Assessment of 

Osteoarthritis between the treatments. 

 

Table 41:  Analysis of absolute change from baseline to the end of week 3 in Subject Global Assessment of Osteoarthritis  

(MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40 3.03 0.158 40 3.05 0.221 -0.06 0.245 -0.051 (-0.122,0.020) 0.1575 0.6336 

Week 3  39 2.95 0.223 40 3.00 0.000   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

Post-text Table 25: provides the analysis of absolute change from baseline to the end of week 3 in Subject Global Assessment of 

Osteoarthritis for Per-Protocol Population. 
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Table 42 provides the analysis of absolute change from baseline to the end of week 4 in Subject Global Assessment of Osteoarthritis for 

modified intention-to-treat population.  

 

The LS mean difference obtained for the treatment comparison of Arthronat and placebo at week 4 was -0.025.The p-value of 1.0000 

indicates that there is no significant difference in absolute change from baseline to the end of week 1 in Subject Global Assessment of 

Osteoarthritis between the treatments. 

 

Table 42:  Analysis of absolute change from baseline to the end of week 4 in Subject Global Assessment of Osteoarthritis  

(MITT population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.05  0.219  -0.025  (-0.075,0.025)  0.3287  1.0000  

Week 4  40  2.98  0.158  40  3.00  0.000        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

Post-text Table 26: provides the analysis of absolute change from baseline to the end of week 4 in Subject Global Assessment of 

Osteoarthritis for PP Population. 
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11.4.1.7 Analysis of OMERACT-OARSI  

 

OMERACT – OARSI responder index used in the study is two sets of responder criteria 

to present the results of changes from baseline in three symptomatic domains (WOMAC 

Pain subscale, WOMAC Physical function subscale, and Subject's Global Assessment of 

osteoarthritis). Please refer to Section 9.5.1 and APPENDIX IX of the protocol in for 

more details on OMERACT – OARSI responder index. 

 

Percentage of Responders according to OMERACT-OARSI Responder Index at Week 1, 

2, 3 and 4 were higher in Arthronat group compared to Placebo.At week 1, there were 39 

(97.5%) responders in Arthronat group as compared to 27 (67.5%) responders in placebo 

group. At week 2, there were 40 (100.0%) responders in Arthronat group as compared to 

26 (65.0%) responders in placebo group. At week 3, there were 39 (97.5%) responders in 

Arthronat group as compared to 28 (70.0%) responders in placebo group. At week 4, 

there were 39 (97.5%) responders in Arthronat group as compared to 30 (75.0%) 

responders in placebo group. 

 

Percentage of responders and non-responders according to OMERACT-OARSI 

Responder Index at Week 1, 2, 3 and 4 is provided in Table 43.  

 

 

Post-text Table 27, Post-text Table 28, Post-text Table 29 and Post-text Table 30  

provides number and percentage of Responders and Non-Responders according to 

OMERACT-OARSI Responder Index at each visit as compared to baseline visit for at 

Week 1,2,3and 4 respectively for MITT population. 

 

Post-text Table 31, Post-text Table 32, Post-text Table 33 and Post-text Table 34 

provided the Number (and Percentage) of Responders and Non-Responders according to 

OMERACT-OARSI Responder Index at week 1, 2, 3 and 4 respectively in the PP 

Population.
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Table 43: Percentage of responders and non-responders according to OMERACT-OARSI Responder Index at Week 1, 2, 3 and 4 

 
PERCENTAGE OF RESPONDERS AND NON-RESPONDERS 

Visit Responders/Non-Responders Arthronat Placebo 

Week 1 
Responders 97.5 67.5 

Non-Responders 2.5 32.5 

Week 2 
Responders 100 65 

Non-Responders 0 35 

Week 3 
Responders 97.5 70 

Non-Responders 2.5 30 

Week 4 
Responders 97.5 75 

Non-Responders 2.5 25 

Source Listing: OMERACT-OARSI Responder Index 

 

 

Figure 8: Percentage of Responders according to OMERACT-OARSI Responder Index at Week 1, 2, 3 and 4 
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Figure 9: Percentage of Non - Responders according to OMERACT-OARSI Responder Index at Week 1, 2, 3 and 4 
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11.4.1.8 Analysis of subjects who used rescue medication 

All the subjects in the study used only the first line of rescue medication i.e. Paracetamol 

(Tablet Dolo 500mg). Since all the subjects experienced adequate pain relief with the first 

line rescue medication, none of the subjects required Ibuprofen (second line) as the rescue 

medication in the study. The rescue medication was discontinued at least 48 hrs prior to 

any study assessment visits.  

 

Subjects in the treatment arms, Arthonat and placebo were comparable in terms of 

NSAIDs usage prior to the enrolment in the study and most of the subjects were on potent 

NSAIDs. The most commonly used NSAIDs included Galenic (combination of 

Ibuprofen/Paracetamol) by 15(37.5%) and 8(20%), Aceclofenac by 8(20%) and 

9(22.5%), Diclofenac sodium by 7(17.5%) and 9(22.5%) subjects and Aceclo Plus by 

6(15%) and 9(22.5%) subjects in Arthonat and placebo groups respectively. An 

appropriate wash-out was given for the NSAIDs medications as per Appendix III of the 

protocol. Other than the rescue medication use of NSAIDs was prohibited during the 

study. For more details on prior medication please refer Table 12.  

 

Total number of tablets of rescue medication (paracetamol) consumed at each visit was 

lesser in Arthronat group (273) compared to Placebo (407) and reduced consistently from 

baseline to Week 4. 

 

Summary of total number of tablets of rescue medication (Paracetamol) consumed in each 

visit in both the treatment arms in MITT Population is provided in Table 44. Summary on 

number of tablets of rescue medication consumed in each visit by categories in MITT 

Population is provided in Table 45. 

 

Post-text Table 35, Post-text Table 36, Post-text Table 37 and Post-text Table 38 

provide analysis of number of subjects who used rescue medication at week1, week 2, 

week 3 and week 4 for MITT population. Post-text Table 39, Post-text Table 40, Post-

text Table 41 and Post-text Table 42 provide analysis of number of subjects who used 

rescue medication at week1, week 2, week 3 and week 4 for PP population. Post-text 

Table 43 provides summary of total number of tablets of rescue medication 

(Paracetamol) consumed in each visit in both the treatment arms in PP Population and 

Post-text Table 44 provides Summary on number of tablets of rescue medication 

consumed in each visit by categories in PP population. 

 

Table 44: Summary of total number of tablets of rescue medication (Paracetamol) 

consumed in each visit in both the treatment arms (MITT Population)  

 
TOTAL NUMBER OF RESCUE MEDICATION CONSUMED IN EACH VISIT 

Visit  Treatment A Treatment B 

Baseline 380 465 

Week 1 (V3) 331 402 

Week 2 (V4) 317 401 

Week 3 (V5) 287 385 

Week 4 (V6) 273 407 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Figure 10: Total number of rescue medication consumed in each visit 

 

 
 

Table 45: Summary on number of tablets of rescue medication consumed in each 

visit by categories (MITT Population)  

 
NUMBER OF TABLETS  OF RESCUE MEDICATION CONSUMED IN EACH VISIT BY 

CATEGORIES 

  Treatment A (N=40)   Treatment B (N=40)  

Visit  
Number of 

tablets  
n % n % 

Baseline  0-5 6 15.0 2 5.0 

   6-10 17 42.5 12 30.0 

   11-15 17 42.5 26 65.0 

Week 1 (V3)  0-5 10 25.0 3 7.5 

   6-10 19 47.5 19 47.5 

   11-15 11 27.5 18 45.0 

Week 2 (V4)  0-5 10 25.0 5 12.5 

   6-10 25 62.5 19 47.5 

   11-15 5 12.5 16 40.0 

Week 3 (V5)  0-5 11 27.5 5 12.5 

   6-10 25 62.5 20 50.0 

   11-15 4 10.0 15 37.5 

Week 4 (V6)  0-5 14 35.0 2 5.0 

   6-10 22 55.0 22 55.0 

   11-15 4 10.0 16 40.0 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Table 46 provides analysis of number of days of rescue medication use at each visit between treatments for MITT population.   

 

The p-value of 0.1647, 0.2776, and 0.0820 indicates that there was no significant difference in number of days of rescue medication use 

between the treatments at baseline, week 1 and week 2 respectively. 

 

The p-value of 0.0062 and 0.0007 indicates that there was a significant difference in number of days of rescue medication use between the 

treatments at week 3 and 4 respectively. 

 

Table 46: Analysis of number of days of rescue medication use (MITT population) 

 

 Treatment A   Treatment B  
 Treatment A-

Treatment B 

Visit  N Mean SD Minimum Maximum N Mean SD Minimum Maximum P-Value** 

Baseline 40 4.5 1.32 0.0 5.0 40 4.8 0.64 2.0 6.0 0.1647 

Week 1 40 4.6 1.30 0.0 6.0 40 4.8 0.64 3.0 6.0 0.2776 

Week 2 40 4.5 1.06 0.0 6.0 40 4.9 0.48 3.0 5.0 0.0820 

Week 3 40 4.3 1.14 0.0 5.0 40 4.9 0.48 3.0 6.0 0.0062 

Week 4 40 4.2 1.11 0.0 5.0 40 4.9 0.59 3.0 7.0 0.0007 

Treatment A: Arthronat 

Treatment B: Placebo 

** : Using t-test 

N = Number of subjects with non-missing values 

Source Listing: Subject Diary Card 

 

Post-text Table 45 provides analysis of number of days of rescue medication use at each visit between treatments for PP population.  
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Table 47  provides analysis of amount of first line rescue medication (Paracetamol) at each visit between treatments for MIT population.  
 

The p-value of 0.0115, 0.0202 , 0.0050 , 0.0013   and <.0001 indicates that there was a  significant difference in amount (no of tables) of 

first line rescue medication used between the treatments at baseline, Visit 3, 4, 5 and 6 respectively. 
 

Table 47:  Analysis of Amount (no of tables) of first line rescue medication (Paracetamol) used during the study 

 (MITT population) 

 

 Treatment A   Treatment B  
 Treatment A-

Treatment B 

Visit  N Mean  SD  Minimum  Maximum  N  Mean  SD  Minimum  Maximum  P-Value**  

Baseline 40 9.5  4.04  0.0  15.0  40  11.6  3.26  2.0  15.0  0.0115  

Week 1 40 8.3  3.63  0.0  15.0  40  10.1  3.04  4.0  15.0  0.0202  

Week 2 40 7.9  3.24  0.0  15.0  40  10.0  3.26  3.0  15.0  0.0050  

Week 3 40 7.2  3.32  0.0  15.0  40  9.6  3.26  3.0  15.0  0.0013  

Week 4 40 6.8  3.32  0.0  15.0  40  10.2  2.91  4.0  15.0  <.0001  

Treatment A: Arthronat 

Treatment B: Placebo 

** : Using t-test 

N = Number of subjects with non-missing values 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 46: provides analysis of amount of first line rescue medication (Paracetamol) at each visit between treatments for PP 

population.
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11.4.2 Statistical Issues 

There were no statistical issues. Statistical analyses used and handling of dropouts and 

missing data are summarized in section 9.7.1 and 9.7.2 of this clinical study report, 

respectively, and a detailed documentation of statistical methods is presented in Appendix 

16.1.9.  

 

11.4.2.1 Adjustment for Covariates 

For the efficacy endpoints, treatment effect was evaluated using an analysis of variance 

(ANOVA) model with factors for baseline and treatment. Treatment effects were 

estimated using the least-square means and 95% CIs from the ANOVA model. 

 

11.4.2.2 Handling of dropouts or missing data 

All missing data was imputed using the last observation carried forward after baseline for 

the modified intention-to-treat and no imputation was done for the per protocol analysis. 

No imputation was done on missing safety data. 

 

11.4.2.3 Interim Analyses  

No interim analysis was planned for the study.  

 

11.4.3 Tabulation of Individual Response Data 

Not Applicable 

 

11.4.4 Drug Dose, Drug Concentration, and Relationships to Response 

Not Applicable 

 

11.4.5 Drug-Drug and Drug-Disease Interactions 

Not Applicable 

 

11.4.6 By-Patient Displays 

Not Applicable 

 

11.4.7 Efficacy Conclusions 

 

The primary efficacy endpoints were the change in the pain scores as evaluated by Visual 

Analogue Scale (VAS) at end of Week 1 as compared to baseline (Day 0 / Visit 2) and 

Improvement (change) in mobility at the end of Week 1 as compared to baseline (day 0 / 

Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 

function.  

 

There was a statistically significant reduction in pain in the subjects receiving Arthronat 

as compared to placebo at the end of week 1 as evaluated by VAS(p-value = 0.0013).  

 

The mean value of WOMAC subscales of physical function for Arthonat treatment group 

at baseline was 26.8 and 27.0 at week 1 whereas the mean value for placebo group at 
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baseline was 26.7 which increased to 29.0 at week 1.  The LS mean difference observed 

between Arthronat and placebo groups was   -2.050 (p=0.0090), which indicates that there 

was a statistically significant difference in physical function in the Arthronat treatment 

arm as compared to the placebo. The analysis of results at week 1 showed that the 

WOMAC subscales of physical function in Arthronat arm were better than placebo arm. 

 

There was no change seen in the mean value of WOMAC subscales of stiffness for 

Arthronat at baseline and week 1 (score = 3.1) however in the placebo arm the mean 

value increased from 3.2 at baseline to 3.4 at week 1. There was no statistically 

significant difference seen in the two treatment arms at week 1 (p= 0.3154).    

 

There was no clear pattern shown in the Total SF-36 scores between Arthronat and 

Placebo groups during the study from Baseline to end of the study at Week 4. The SF-36 

scores were similar in both the groups. There was no significant difference observed in 

absolute change from baseline to the end of week 1,2,3 and 4 in SF – 36 score between 

the two treatments. There was no significant difference observed in absolute change from 

baseline to the end of week 1, 2, 3 and 4 in Subject Global Assessment of Osteoarthritis 

between the two treatments. 

  

At week 1, there were 39 (97.5%) responders in Arthronat group as compared to 27 

(67.5%) responders in placebo group. At week 2, there were 40 (100.0%) responders in 

Arthronat group as compared to 26 (65.0%) responders in placebo group. At week 3, 

there were 39 (97.5%) responders in Arthronat group as compared to 28 (70.0%) 

responders in placebo group. At week 4, there were 39 (97.5%) responders in Arthronat 

group as compared to 30 (75.0%) responders in placebo group. 

 

All the subjects in the study used only the first line of rescue medication i.e. Paracetamol 

(Tablet Dolo 500mg). Since all the subjects experienced adequate pain relief with the first 

line rescue medication, none of the subjects required Ibuprofen (second line) as the rescue 

medication in the study. Total number of tablets of rescue medication (paracetamol) 

consumed at each visit was lesser in Arthronat group (273) compared to Placebo (407) 

and reduced consistently from baseline to Week 4. The number of days of rescue 

medication use at week 3 and 4 were lower in Arthronat treatment group as compared to 

placebo and this difference was statistically significant at both the time points [week 3( 

p=0.0062 and week 4 (p=0.0007)]. The percentage responders at week 1 and 2 stratified 

by prior history of NSAIDs use could not be calculated since most (98.75%) of the 

subjects had history of prior NSAIDs use. 
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12 SAFETY EVALUATION 

12.1 EXTENT OF EXPOSURE 

A total of 80 patients were randomized to receive Arthronat and Placebo with 40 patients 

in each arm for duration of 04 weeks.  

 

Forty patients received Arthonat 1500 mg two times a day for duration of 04 weeks 

Arthronat and another 40 subjects received matching placebo 3 capsules two times a day. 

 

12.2 ADVERSE EVENTS (AE’S) 

 

12.2.1 Brief Summary of Adverse Events 

For all adverse experiences reported during the entire study period, the proportion of 

patients with AEs were classified by MedDRA SOCs and Preferred Terms and 

summarized by treatment group. All AE summaries are provided for the safety 

population. 

 

Out of 40 subjects in each arm, 01 (2.5%) subjects while on Treatment A: Arthonat and 

01 (2.5%) subjects while on Treatment B: Placebo experienced at least one symptom.  

 

12.2.2 Display of Adverse Events 

 

Table 48 provides the number and percentage of subjects with adverse events classified 

by MedDRA Primary System Organ Class and Preferred Term during the study. 

 

Overall 2(2.5%) subjects experienced AEs related to system organ class - gastrointestinal 

disorders. Both the events were diarrhoea.  

 

 

 

 

 

 

 

 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 103 

Table 48:  Number and Percentage of subjects with adverse events classified by MedDRA Primary System Organ Class and 

Preferred Term during the study (Safety Population)  

 

  Treatment A (N=40) Treatment B (N=40) All (N=80) 

System Organ Class Preferred Term n % n % n % 

At least one symptom  1 2.5 1 2.5 2 2.5 

Gastrointestinal Disorders Any Adverse Event 1 2.5 1 2.5 2 2.5 

 Diarrhoea 1 2.5 1 2.5 2 2.5 

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B:Placebo 

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period 

Note: Patient Id 003 (Placebo group) and 005 (Arthronat group) has reported adverse event during the study period 

Source Listing: Adverse Event 

 

 

12.2.3 Analysis of Adverse Events 

 

Table 49 provides the number (and percentage) of subjects with mild, moderate, severe adverse events classified by MedDRA Primary 

System Organ Class and Preferred Term during the study period   

 

One (2.5%) subject each experienced at least 1 AE that was classified as moderate in Arthronat and placebo.  

 

Table 50 provides number (and percentage) of subjects with adverse events classified by MedDRA Primary System Organ Class and 

Preferred Term during the study period, assessed as unrelated, unlikely to be, possibly, probably, definitely related to treatment 

 

One (2.5%) subject each reported adverse event which was assessed as possibly related to the treatment in Arthronat and placebo. 
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Table 49: Number (and percentage) of subjects with mild, moderate, severe adverse events classified by MedDRA Primary System 

Organ Class and Preferred Term during the study period (Safety Population)  

 

   Mild   Moderate   Severe   All  

  
Treatment 

A (N=40) 

Treatment 

B (N=40) 

Treatment 

A (N=40) 

Treatment 

B (N=40) 

Treatment 

A (N=40) 

Treatment 

B (N=40) 

Treatment 

A (N=40) 

Treatment 

B (N=40) 

System Organ 

Class  
Preferred Term  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

At least one 

symptom  
   0  0  0  0  1  2.5  1  2.5  0  0  0  0  1  2.5  1  2.5  

Gastrointestinal 

Disorders  

Any Adverse 

Event  
0  0  0  0  1  2.5  1  2.5  0  0  0  0  1  2.5  1  2.5  

   Diarrhoea  0  0  0  0  1  2.5  1  2.5  0  0  0  0  1  2.5  1  2.5  

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo 

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period 

Note: Patient Id 003 (Placebo group) and 005 (Arthronat group) has reported adverse event during the study period 

Source Listing: Adverse Event 
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Table 50: Number (and percentage) of subjects with adverse events classified by MedDRA Primary System Organ Class and 

Preferred Term during the study period, assessed as unrelated, unlikely to be, possibly, probably, definitely related to treatment 

(Safety Population)  

 

   Unrelated   Unlikely   Possible   Probable   Definite   All  

  

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

Treatme

nt A 

(N=40) 

Treatme

nt B 

(N=40) 

System 

Organ 

Class  

Preferr

ed 

Term  

n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

At least one 

symptom  
   0  0  0  0  0  0  0  0  1  2.5  1  2.5  0  0  0  0  0  0  0  0  1  2.5  1  2.5  

Gastrointes

tinal 

Disorders  

.Any 

Advers

e 

Event  

0  0  0  0  0  0  0  0  1  2.5  1  2.5  0  0  0  0  0  0  0  0  1  2.5  1  2.5  

   
Diarrh

oea  
0  0  0  0  0  0  0  0  1  2.5  1  2.5  0  0  0  0  0  0  0  0  1  2.5  1  2.5  

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo 

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period 

Source Listing: Adverse Event 
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12.2.4 Listing of Adverse Events by Patient 

Refer appendix 16.2.7 

 

12.3 DEATHS, OTHER SERIOUS ADVERSE EVENTS AND OTHER 

SIGNIFICANT AE 

No deaths, other SAEs and other significant AE(s) were reported in this study. 

 

12.3.1 Listings of Deaths, other SAEs and other Significant AEs 

Not Applicable 

 

12.3.2 Narratives of Deaths, Other SAEs and Other significant AEs 

Not Applicable 

 

12.3.3 Analysis and Discussions of Deaths, Other SAEs and Other Significant AEs 

Not Applicable 

 

12.4 CLINICAL LABORATORY EVALUATION 

12.4.1 Listing of Individual Laboratory Measurements by Patient and Each 

Abnormal Laboratory Value 

Refer to Appendix 16.2.8 

 

12.4.2 Evaluation of Each Laboratory Parameter 

 

Hematology 

 

Table 53 provides summary of haematology by visits (categorical variables).No clinically 

significant finding were found in both the arms at any of the visits. Summary of 

haematology by visits for continuous variables is provided in Post-text Table 47. 

 

Serum chemistry 

 

Table 54 provides the summary of serum chemistry by visits (categorical variables). No 

clinically significant findings were found in both the arms at any of the visits. Summary 

of serum chemistry by visits for continuous variables is provided in Post-text Table 48:  

 

Urinalysis  

 

Table 55 provides the summary of urinalysis by visits (categorical variables). No 

clinically significant findings were found in both the arms at any of the visits. Summary 

of urinalysis by visits for continuous variables is provided in Post-text Table 49 : 
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Table 51: Summary of Hematology by visits: Categorical variable  

(Safety Population)  

 

   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

 Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

 Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

Test  Visits  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

Basophils (%)  Screening  39  97.5  0  0  0  0  40  100.0  0  0  0  0  79  98.8  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Eosinophils (%)  Screening  36  90.0  4  10.0  0  0  37  92.5  3  7.5  0  0  73  91.3  7  8.8  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  39  97.5  1  2.5  0  0  79  98.8  1  1.3  0  0  

Haematocrit (%)  Screening  7  17.5  33  82.5  0  0  7  17.5  33  82.5  0  0  14  17.5  66  82.5  0  0  

   
Week 4 

(V6)  
6  15.0  34  85.0  0  0  6  15.0  34  85.0  0  0  12  15.0  68  85.0  0  0  

Haemoglobin 

(Gm %)  
Screening  18  45.0  22  55.0  0  0  20  50.0  20  50.0  0  0  38  47.5  42  52.5  0  0  

   
Week 4 

(V6)  
18  45.0  22  55.0  0  0  22  55.0  18  45.0  0  0  40  50.0  40  50.0  0  0  

Lymphocytes 

(%)  
Screening  33  82.5  7  17.5  0  0  32  80.0  8  20.0  0  0  65  81.3  15  18.8  0  0  

   
Week 4 

(V6)  
32  80.0  8  20.0  0  0  29  72.5  11  27.5  0  0  61  76.3  19  23.8  0  0  

Monocytes (%)  Screening  35  87.5  5  12.5  0  0  36  90.0  4  10.0  0  0  71  88.8  9  11.3  0  0  

   
Week 4 

(V6)  
37  92.5  3  7.5  0  0  33  82.5  7  17.5  0  0  70  87.5  10  12.5  0  0  

Neutrophils (%)  Screening  38  95.0  2  5.0  0  0  39  97.5  1  2.5  0  0  77  96.3  3  3.8  0  0  

   
Week 4 

(V6)  
38  95.0  2  5.0  0  0  35  87.5  5  12.5  0  0  73  91.3  7  8.8  0  0  
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   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

 Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

 Normal  

 

Abnormal-

NCS  

 

Abnormal-

CS  

Platelet Count 

(/Cumm)  
Screening  35  87.5  5  12.5  0  0  30  75.0  9  22.5  0  0  65  81.3  14  17.5  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

RBC Count 

(Millions/Cumm)  
Screening  7  17.5  32  80.0  0  0  4  10.0  36  90.0  0  0  11  13.8  68  85.0  0  0  

   
Week 4 

(V6)  
8  20.0  32  80.0  0  0  9  22.5  31  77.5  0  0  17  21.3  63  78.8  0  0  

Total WBC 

Count 

(Cells/Cumm)  

Screening  39  97.5  1  2.5  0  0  37  92.5  2  5.0  0  0  76  95.0  3  3.8  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

n/%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Hematology 
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Table 52 Summary of Serum Chemistry by visits: Categorical variable  

(Safety Population)  

 
   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  
 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  

Test  Visits  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

Alkaline 

Phosphatase 

(U/L)  

Screening  37  92.5  3  7.5  0  0  34  85.0  6  15.0  0  0  71  88.8  9  11.3  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  36  90.0  4  10.0  0  0  75  93.8  5  6.3  0  0  

BUN (Mg/Dl)  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Calcium (Mg/Dl)  Screening  27  67.5  13  32.5  0  0  25  62.5  15  37.5  0  0  52  65.0  28  35.0  0  0  

   
Week 4 

(V6)  
30  75.0  10  25.0  0  0  27  67.5  13  32.5  0  0  57  71.3  23  28.8  0  0  

Chloride (Meq/L)  Screening  36  90.0  4  10.0  0  0  33  82.5  7  17.5  0  0  69  86.3  11  13.8  0  0  

   
Week 4 

(V6)  
37  92.5  3  7.5  0  0  36  90.0  4  10.0  0  0  73  91.3  7  8.8  0  0  

Potassium 

(Meq/L)  
Screening  40  100.0  0  0  0  0  39  97.5  1  2.5  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

S. Albumin 

(Gm/Dl)  
Screening  29  72.5  11  27.5  0  0  33  82.5  7  17.5  0  0  62  77.5  18  22.5  0  0  

   
Week 4 

(V6)  
32  80.0  8  20.0  0  0  37  92.5  3  7.5  0  0  69  86.3  11  13.8  0  0  

Serum Creatinine 

(Mg/Dl)  
Screening  39  97.5  1  2.5  0  0  37  92.5  3  7.5  0  0  76  95.0  4  5.0  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

SGOT (Iu/L)  Screening  38  95.0  2  5.0  0  0  40  100.0  0  0  0  0  78  97.5  2  2.5  0  0  
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   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  
 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

SGPT (Iu/L)  Screening  39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

Sodium (Meq/L)  Screening  40  100.0  0  0  0  0  39  97.5  1  2.5  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Total Bilirubin 

(Mg/Dl)  
Screening  39  97.5  1  2.5  0  0  39  97.5  1  2.5  0  0  78  97.5  2  2.5  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

n/%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Serum Chemistry 

 

Table 53: Summary of Urine analysis by visits: Categorical variable (Safety Population)  

 
   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  
 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  

Test  Visits  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

Bilirubin  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Blood  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Casts  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  
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(V6)  

Color  Screening  39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Crystals  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Epithelial (/Hpf)  Screening  32  80.0  8  20.0  0  0  33  82.5  7  17.5  0  0  65  81.3  15  18.8  0  0  

   
Week 4 

(V6)  
36  90.0  4  10.0  0  0  38  95.0  2  5.0  0  0  74  92.5  6  7.5  0  0  

Glucose  Screening  36  90.0  4  10.0  0  0  37  92.5  3  7.5  0  0  73  91.3  7  8.8  0  0  

   
Week 4 

(V6)  
37  92.5  3  7.5  0  0  36  90.0  4  10.0  0  0  73  91.3  7  8.8  0  0  

Ketone Bodies  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Nitrite  Screening  38  95.0  2  5.0  0  0  37  92.5  3  7.5  0  0  75  93.8  5  6.3  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

pH  Screening  40  100.0  0  0  0  0  39  97.5  1  2.5  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
38  95.0  2  5.0  0  0  40  100.0  0  0  0  0  78  97.5  2  2.5  0  0  

Protein  Screening  40  100.0  0  0  0  0  39  97.5  1  2.5  0  0  79  98.8  1  1.3  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

PUS Cells (/Hpf)  Screening  38  95.0  2  5.0  0  0  36  90.0  4  10.0  0  0  74  92.5  6  7.5  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  40  100.0  0  0  0  0  79  98.8  1  1.3  0  0  

RBC's (/Hpf)  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Specific Gravity  Screening  39  97.5  0  0  0  0  39  97.5  0  0  0  0  78  97.5  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  
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Transparency  Screening  39  97.5  1  2.5  0  0  38  95.0  2  5.0  0  0  77  96.3  3  3.8  0  0  

   
Week 4 

(V6)  
39  97.5  1  2.5  0  0  39  97.5  1  2.5  0  0  78  97.5  2  2.5  0  0  

Urobilinogen  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   
Week 4 

(V6)  
40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

n /%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Urine analysis 

 

12.5 VITAL SIGNS, PHYSICAL FINDINGS AND OTHER OBSERVATIONS RELATED TO SAFETY 

 

Table 54 provides the summary of vital signs by subject. Vital signs were found to be within the normal range during the course of the 

study. There were no clinically significant abnormal findings at any of the visits in any of the arms.  

 

Table 55 provides the summary of physical examination by visits. Physical examination was found to be normal during the course of the 

study for all the subjects. There were no clinically significant abnormal findings at any of the visits. 

 

Table 54 :  Summary of vital signs by visit (Safety Population)  

 
Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

Systolic (mm of Hg)  Screening  N  40  40  80  

      Mean  129.1  131.3  130.2  

      SD  13.43  15.21  14.30  

      Minimum  110.0  100.0  100.0  

      Median  130.0  130.0  130.0  

      Maximum  160.0  160.0  160.0  

   Baseline  N  40  40  80  

      Mean  126.7  128.7  127.7  

      SD  11.09  11.14  11.09  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  100.0  104.0  100.0  

      Median  128.0  130.0  129.0  

      Maximum  150.0  158.0  158.0  

   Week 1 (V3)  N  40  40  80  

      Mean  125.1  126.3  125.7  

      SD  8.58  9.17  8.84  

      Minimum  110.0  100.0  100.0  

      Median  123.0  128.0  127.0  

      Maximum  144.0  144.0  144.0  

   Week 2 (V4)  N  40  40  80  

      Mean  125.2  126.7  125.9  

      SD  10.61  9.36  9.97  

      Minimum  110.0  110.0  110.0  

      Median  124.0  126.0  125.0  

      Maximum  150.0  146.0  150.0  

   Week 3 (V5)  N  40  40  80  

      Mean  123.6  125.7  124.6  

      SD  8.20  8.50  8.36  

      Minimum  110.0  100.0  100.0  

      Median  124.0  127.0  125.0  

      Maximum  144.0  142.0  144.0  

   Week 4 (V6)  N  40  40  80  

      Mean  124.5  125.6  125.0  

      SD  8.08  9.95  9.02  

      Minimum  110.0  100.0  100.0  

      Median  122.0  126.0  123.0  

      Maximum  144.0  140.0  144.0  

Diastolic (mm of Hg)  Screening  N  40  40  80  

      Mean  80.4  82.8  81.6  

      SD  6.81  6.31  6.63  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  60.0  70.0  60.0  

      Median  80.0  80.0  80.0  

      Maximum  90.0  90.0  90.0  

   Baseline  N  40  40  80  

      Mean  80.9  83.8  82.3  

      SD  6.34  5.57  6.10  

      Minimum  70.0  70.0  70.0  

      Median  80.0  84.0  82.0  

      Maximum  92.0  90.0  92.0  

   Week 1 (V3)  N  40  40  80  

      Mean  81.2  83.6  82.4  

      SD  5.47  5.33  5.50  

      Minimum  70.0  70.0  70.0  

      Median  82.0  82.0  82.0  

      Maximum  90.0  92.0  92.0  

   Week 2 (V4)  N  40  40  80  

      Mean  81.2  83.1  82.1  

      SD  6.44  4.98  5.80  

      Minimum  70.0  72.0  70.0  

      Median  82.0  84.0  82.0  

      Maximum  92.0  90.0  92.0  

   Week 3 (V5)  N  40  40  80  

      Mean  82.8  82.8  82.8  

      SD  6.19  5.39  5.77  

      Minimum  70.0  70.0  70.0  

      Median  83.0  84.0  84.0  

      Maximum  92.0  90.0  92.0  

   Week 4 (V6)  N  40  40  80  

      Mean  82.3  83.0  82.6  

      SD  5.09  6.26  5.68  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  70.0  70.0  70.0  

      Median  81.0  82.0  82.0  

      Maximum  90.0  92.0  92.0  

Pulse Rate (beats / min)  Screening  N  40  40  80  

      Mean  79.4  79.4  79.4  

      SD  8.16  6.93  7.52  

      Minimum  66.0  64.0  64.0  

      Median  80.0  80.0  80.0  

      Maximum  100.0  96.0  100.0  

   Baseline  N  40  40  80  

      Mean  78.9  79.2  79.0  

      SD  3.97  4.02  3.97  

      Minimum  70.0  72.0  70.0  

      Median  80.0  80.0  80.0  

      Maximum  84.0  88.0  88.0  

   Week 1 (V3)  N  40  40  80  

      Mean  79.5  79.9  79.7  

      SD  4.72  4.16  4.43  

      Minimum  70.0  72.0  70.0  

      Median  80.0  80.0  80.0  

      Maximum  92.0  90.0  92.0  

   Week 2 (V4)  N  40  40  80  

      Mean  79.7  80.1  79.9  

      SD  4.24  4.98  4.60  

      Minimum  70.0  70.0  70.0  

      Median  80.0  80.0  80.0  

      Maximum  90.0  92.0  92.0  

   Week 3 (V5)  N  40  40  80  

      Mean  80.3  80.9  80.6  

      SD  4.63  4.83  4.71  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  72.0  72.0  72.0  

      Median  80.0  80.0  80.0  

      Maximum  92.0  92.0  92.0  

   Week 4 (V6)  N  40  40  80  

      Mean  78.8  80.1  79.5  

      SD  3.84  4.73  4.33  

      Minimum  72.0  68.0  68.0  

      Median  78.0  80.0  80.0  

      Maximum  90.0  88.0  90.0  

Respiratory Rate (breaths / min)  Screening  N  40  40  80  

      Mean  19.1  18.9  19.0  

      SD  1.35  1.19  1.27  

      Minimum  18.0  18.0  18.0  

      Median  18.0  18.0  18.0  

      Maximum  22.0  22.0  22.0  

   Baseline  N  40  40  80  

      Mean  19.0  18.9  18.9  

      SD  1.28  1.10  1.19  

      Minimum  18.0  18.0  18.0  

      Median  18.0  18.0  18.0  

      Maximum  22.0  22.0  22.0  

   Week 1 (V3)  N  40  40  80  

      Mean  19.2  19.4  19.3  

      SD  1.19  1.31  1.25  

      Minimum  18.0  18.0  18.0  

      Median  20.0  20.0  20.0  

      Maximum  22.0  22.0  22.0  

   Week 2 (V4)  N  40  40  80  

      Mean  19.0  19.2  19.1  

      SD  1.28  1.35  1.31  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  18.0  18.0  18.0  

      Median  18.0  18.0  18.0  

      Maximum  22.0  22.0  22.0  

   Week 3 (V5)  N  40  40  80  

      Mean  19.0  18.8  18.9  

      SD  1.50  1.18  1.35  

      Minimum  18.0  18.0  18.0  

      Median  18.0  18.0  18.0  

      Maximum  22.0  22.0  22.0  

   Week 4 (V6)  N  40  40  80  

      Mean  18.8  19.2  19.0  

      SD  1.17  1.37  1.29  

      Minimum  18.0  18.0  18.0  

      Median  18.0  19.0  18.0  

      Maximum  22.0  22.0  22.0  

Oral Temperature (oC)  Screening  N  40  40  80  

      Mean  36.8  37.0  36.9  

      SD  0.47  0.60  0.54  

      Minimum  36.1  35.9  35.9  

      Median  36.9  37.0  37.0  

      Maximum  37.7  38.0  38.0  

   Baseline  N  40  40  80  

      Mean  36.7  36.6  36.7  

      SD  0.44  0.47  0.46  

      Minimum  36.0  36.0  36.0  

      Median  36.8  36.5  36.7  

      Maximum  37.6  37.6  37.6  

   Week 1 (V3)  N  40  40  80  

      Mean  36.9  36.9  36.9  

      SD  0.47  0.40  0.43  
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Vital Sign  Visit  Summary Statistics  Treatment A (N=40)  Treatment B (N=40)  All (N=80)  

      Minimum  36.1  36.1  36.1  

      Median  37.0  37.0  37.0  

      Maximum  37.8  37.6  37.8  

   Week 2 (V4)  N  40  40  80  

      Mean  36.8  36.7  36.8  

      SD  0.42  0.43  0.42  

      Minimum  36.0  36.1  36.0  

      Median  36.8  36.8  36.8  

      Maximum  37.4  37.4  37.4  

   Week 3 (V5)  N  40  40  80  

      Mean  36.7  36.7  36.7  

      SD  0.54  0.38  0.46  

      Minimum  36.0  36.0  36.0  

      Median  36.9  36.8  36.8  

      Maximum  37.8  37.2  37.8  

   Week 4 (V6)  N  40  40  80  

      Mean  36.8  36.8  36.8  

      SD  0.38  0.45  0.42  

      Minimum  36.0  36.1  36.0  

      Median  37.0  37.0  37.0  

      Maximum  37.2  37.8  37.8  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Vital signs 
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Table 55: Summary of physical examination by visits (Safety Population) 

 
   Treatment A (N=40)   Treatment B (N=40)   All (N=80) 

   Normal  
 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  
 Normal  

 Abnormal-

NCS  

 Abnormal-

CS  

Test  Visits  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  n  %  

Abdomen  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Extremities  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

General 

Appearance  
Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Genito - Urinary  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

H.E.E.N.T  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Heart  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Lungs  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Lymph Nodes  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Musculoskeletal  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Neurological  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

Skin  Screening  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

   Week 4 (V6)  40  100.0  0  0  0  0  40  100.0  0  0  0  0  80  100.0  0  0  0  0  

n/%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat, Treatment B: Placebo 

Source Listing: Physical Examination 
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12.5.1 Concomitant medication 

 

Table 56 provides the percentage of subjects who used concomitant medication during 

the study for modified intention-to-treat population.  

 

One subject each used concomitant medication Lactobacillus Sporogenes during 

Treatment A and Treatment B respectively. 

 

Percentage of subjects who used concomitant medication during the study in PP 

Population is provided in Post-text Table 50 and Percentage of subjects who used prior 

concomitant medication (PP Population) is provided in Post-text Table 51. 

 

Table 56 :  Percentage of subjects who used concomitant medication during the 

study (MITT population)  

 

  Treatment A (N=40)   Treatment B (N=40)  

Preferred Term  n  %  n  %  

Lactobacillus Sporogenes  1  2.5  1  2.5  

n /%  = Number /percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Concomitant Medication 

 

 

12.6 SAFETY CONCLUSIONS 

Safety data was presented for the safety population, which included all patients who had 

been randomized to receive the study medications.  

 

The number of adverse events and the number of patients reporting the adverse events 

were comparable between the treatment groups. Overall 02(2.5%) subjects experienced 

AEs related to system organ class - gastrointestinal disorders. Both the events were 

diarrhoea. One (2.5%) subject each in the Treatment A and Treatment B reported atleast 

one AE, which were moderate in nature and possibly related to the treatment. One subject 

each used concomitant medication Lactobacillus Sporogenes during Treatment A and 

Treatment B respectively.  
 
No deaths, other SAEs and other significant AE(s) were reported in this study.  
 
Vital signs were found to be within the normal range during the course of the study. 

There were no clinically significant abnormal findings at any of the visits in both the 

treatment groups. Physical examination was found to be normal during the course of the 

study for all the subjects. There were no clinically significant abnormal findings at any of 

the visits.  

 

Arthronat was well tolerated and was comparable with Placebo which was confirmed by 

the fewer incidences of adverse events and good compliance. 
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13 DISCUSSIONS AND OVERALL CONCLUSIONS 

This was a 4 week prospective, randomized, double blind, parallel group, placebo 

controlled study. Subjects aged ≥ 18 yrs of age with painful osteoarthritis of hip, knee, 

shoulders, neck or wrists were randomized to treatment either with Arthronat or a 

matching placebo. The total duration of the active treatment was for 4 weeks which was 

preceded by 01 week of placebo run-in between screening and baseline visit. 

 

The study population consisted of male or non-pregnant female patients aged ≥ 18 years 

of age with a previously diagnosed (at least 3 months prior to the screening visit) case of 

osteoarthritis of hip, knees based on the ACR (American College of Rheumatology) 

Clinical Classification criteria for osteoarthritis or a previously diagnosed (at least 3 

months prior to screening visit) case on shoulders, neck and wrists based on the clinical 

and radiographic findings. Subjects experiencing significant arthritic pain confirmed by 

screening WOMAC (Western Ontario and McMaster Universities Osteoarthritis Index 

Scale) score between 10 - 40 (only for osteoarthritis of hip and knee) and a baseline VAS 

(Visual Analogue Scale) score of ≥ 4.  

 

The primary efficacy endpoints were the change in the pain scores as evaluated by VAS 

at end of week 1 as compared to baseline (Day 0 / Visit 2) and improvement (change) in 

mobility at the end of week 1 as compared to baseline (day 0 / Visit 2) evaluated by 

change in the WOMAC sub-scales of Stiffness and Physical function.  

There was a statistically significant reduction in pain in the subjects receiving Arthronat 

as compared to placebo at the end of week 1 as evaluated by VAS(p-value = 0.0013).  

 

The mean value of WOMAC subscales of physical function for Arthonat treatment group 

at baseline was 26.8 and 27.0 at week 1 whereas the mean value for placebo group at 

baseline was 26.7 which increased to 29.0 at week 1.  The LS mean difference observed 

between Arthronat and placebo groups was   -2.050 (p=0.0090), which indicates that there 

was a statistically significant difference in physical function in the Arthronat treatment 

arm as compared to the placebo. The analysis of results at week 1 showed that the 

WOMAC subscales of physical function in Arthronat arm were better than placebo arm. 

 

There was no change seen in the mean value of WOMAC subscales of stiffness for 

Arthronat at baseline and week 1 (score = 3.1) however in the placebo arm the mean 

value increased from 3.2 at baseline to 3.4 at week 1. There was no statistically 

significant difference seen in the two treatment arms at week 1 (p= 0.3154).    

 

There was no significant difference observed in absolute change from baseline to the end 

of week 1,2,3 and 4 in SF – 36 score between the two treatments. There was no 

significant difference observed in absolute change from baseline to the end of week 1, 2, 

3 and 4 in Subject Global Assessment of Osteoarthritis between the two treatments. 

  

At week 1, there were 39 (97.5%) responders in Arthronat group as compared to 27 

(67.5%) responders in placebo group. At week 2, there were 40 (100.0%) responders in 

Arthronat group as compared to 26 (65.0%) responders in placebo group. At week 3, 

there were 39 (97.5%) responders in Arthronat group as compared to 28 (70.0%) 

responders in placebo group. At week 4, there were 39 (97.5%) responders in Arthronat 

group as compared to 30 (75.0%) responders in placebo group. 
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All the subjects in the study used only the first line of rescue medication i.e. Paracetamol 

(Tablet Dolo 500mg). Since all the subjects experienced adequate pain relief with the first 

line rescue medication, none of the subjects required Ibuprofen (second line) as the rescue 

medication in the study. Total number of tablets of rescue medication (paracetamol) 

consumed at each visit was lesser in Arthronat group (273) compared to Placebo (407) 

and reduced consistently from baseline to Week 4.This difference was statistically 

significant at all the visits .The number of days of rescue medication use at week 3 and 4 

were lower in Arthronat treatment group as compared to placebo and this difference was 

statistically significant at both the time points [week 3(p=0.0062 and week 4 (p=0.0007)]. 

None of the subjects required second line of rescue medication Ibuprofen. 

 

Arthronat was well tolerated and was comparable with Placebo in safety aspects which 

were confirmed by the fewer incidences of adverse events and good compliance. 

 

Overall 02(2.5%) subjects experienced AEs related to system organ class - 

gastrointestinal disorders. Both the events were diarrhoea. One (2.5%) subject each in the 

Treatment A and Treatment B reported atleast one AE, which were moderate in nature 

and possibly related to the treatment. One subject each used concomitant medication 

Lactobacillus Sporogenes during Treatment A and Treatment B respectively.  
 

The results of this study demonstrate that the Arthronat had a better efficacy profile 

compared to placebo, for the reduction in pain scores as evaluated by Visual Analogue 

Scale (VAS) at end of Week 1 in subjects with painful osteoarthritis of the hip, knee, 

shoulders, neck or the wrists and is safe and well tolerated. 
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14 TABLES, FIGURES AND GRAPHS REFERRED TO BUT NOT 

INCLUDED IN TEXT 

14.1 DEMOGRAPHIC DATA 

Nil 

14.2 EFFICACY DATA 

 

Post-text Table 1: Summary of pain scores as evaluated by percent change in Visual 

Analogue Scale (VAS) from baseline (MITT population) 

 

VISIT CATEGORIES 
TREATMENT A  

(N=40) 

TREATMENT B  

(N=40) 

Percent Change at Week 1 (Visit 3)  N  40  40  

   Mean  -3.3  1.4  

   SD  12.54  11.63  

   Median  -7.1  -0.7  

   Minimum  -14.3  -8.3  

   Maximum  60.0  60.0  

Percent Change at Week 2 (Visit 4)  N  40  40  

   Mean  -8.7  -0.5  

   SD  16.61  14.28  

   Median  -13.3  -0.6  

   Minimum  -28.6  -20.0  

   Maximum  80.0  60.0  

Percent Change at Week 3 (Visit 5)  N  40  40  

   Mean  -11.4  -1.7  

   SD  17.32  15.17  

   Median  -17.1  -3.6  

   Minimum  -28.6  -23.6  

   Maximum  60.0  60.0  

Percent Change at Week 4 (Visit 6)  N  40  40  

   Mean  -15.8  -5.7  

   SD  20.32  16.87  

   Median  -20.0  -7.1  

   Minimum  -38.5  -30.6  

   Maximum  60.0  60.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Visual Analogue Scale for Pain 
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Post-text Table 2: Summary of pain scores as evaluated by percent change in Visual 

Analogue Scale (VAS) from baseline (PP Population)  

 

VISIT  CATEGORIES  
TREATMENT A 

(N=40) 

TREATMENT B 

(N=40) 

Percent Change at Week 1 (Visit 3)  N  40  40  

   Mean  -3.3  1.4  

   SD  12.54  11.63  

   Median  -7.1  -0.7  

   Minimum  -14.3  -8.3  

   Maximum  60.0  60.0  

Percent Change at Week 2 (Visit 4)  N  40  40  

   Mean  -8.7  -0.5  

   SD  16.61  14.28  

   Median  -13.3  -0.6  

   Minimum  -28.6  -20.0  

   Maximum  80.0  60.0  

Percent Change at Week 3 (Visit 5)  N  40  40  

   Mean  -11.4  -1.7  

   SD  17.32  15.17  

   Median  -17.1  -3.6  

   Minimum  -28.6  -23.6  

   Maximum  60.0  60.0  

Percent Change at Week 4 (Visit 6)  N  40  40  

   Mean  -15.8  -5.7  

   SD  20.32  16.87  

   Median  -20.0  -7.1  

   Minimum  -38.5  -30.6  

   Maximum  60.0  60.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Visual Analogue Scale for Pain 
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Post-text Table 3: Summary of pain scores as evaluated by Visual Analogue Scale 

(VAS) (PP Population)  

 

VISIT  CATEGORIES  TREATMENT A (N=40)  TREATMENT B (N=40)  

Screening  N  40  40  

   Mean  68.6  69.4  

   SD  8.11  9.48  

   Median  70.0  70.0  

   Minimum  50.0  50.0  

   Maximum  90.0  95.0  

Baseline  N  40  40  

   Mean  68.0  70.1  

   SD  7.90  8.32  

   Median  70.0  70.0  

   Minimum  50.0  50.0  

   Maximum  80.0  86.0  

Visit 3  N  40  40  

   Mean  65.4  70.5  

   SD  7.99  7.07  

   Median  65.0  70.0  

   Minimum  45.0  58.0  

   Maximum  80.0  88.0  

Visit 4  N  40  40  

   Mean  61.6  69.1  

   SD  9.05  7.80  

   Median  60.0  70.0  

   Minimum  45.0  55.0  

   Maximum  90.0  90.0  

Visit 5  N  40  40  

   Mean  59.8  68.2  

   SD  10.00  8.51  

   Median  60.0  68.5  

   Minimum  40.0  52.0  

   Maximum  80.0  90.0  

Visit 6  N  40  40  

   Mean  56.6  65.2  

   SD  11.51  8.21  

   Median  55.0  65.0  

   Minimum  40.0  50.0  

   Maximum  80.0  80.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Visual Analogue Scale for Pain 
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Post-text Table  4:Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 1 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  
P-

value**  

Baseline  40  68.0  7.90  40  70.1  8.32  -1.1  6.93  -3.878  (-6.539,-1.217)  0.0048  0.0013  

Week 1  40  65.4  7.99  40  70.5  7.07        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

Post-text Table  5:  Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 2 as compared to Baseline (Day 0 / Visit 2) (PP Population)  
 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* 
P-

value** 

Baseline  40 68.0 7.90 40 70.1 8.32 -3.7 9.37 -6.600 (-10.09,-3.114) 0.0003 0.0001 

Week 2  40 61.6 9.05 40 69.1 7.80   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 
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Post-text Table  6: Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 3 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  68.0  7.90  40  70.1  8.32  -5.0  10.38  -7.615  (-11.54,-3.691)  0.0002  0.0004  

Week 3  40  59.8  10.00  40  68.2  8.51        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 

 

Post-text Table 7: Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at end of 

week 4 as compared to Baseline (Day 0 / Visit 2) (Per-Protocol Population)  

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N Mean SD N Mean SD Mean SD LS Mean 95% CI* P-value* 
P-

value** 

Baseline  40 68.0 7.90 40 70.1 8.32 -8.1 12.15 -8.172 (-12.63,-3.719) 0.0005 0.0019 

Week 4  40 56.6 11.51 40 65.2 8.21   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Visual Analogue Scale for Pain 
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Post-text Table 8: Summary of improvement in mobility as evaluated by percent change in WOMAC sub-scales of Pain, Stiffness & 

Physical Function and total-scale from baseline (PP Population) 

 
VISIT  SUBSCALE  CATEGORIES  TREATMENT A (N=40)  TREATMENT B (N=39)  

Percent Change at Week 1 (Visit 3)  Pain  N  40  39  

      Mean  1.0  7.1  

      SD  11.22  26.65  

      Median  0.0  0.0  

      Minimum  -22.2  -30.0  

      Maximum  44.4  120.0  

Percent Change at Week 2 (Visit 4)     N  40  39  

      Mean  -3.2  2.8  

      SD  16.15  33.75  

      Median  0.0  0.0  

      Minimum  -55.6  -62.5  

      Maximum  33.3  140.0  

Percent Change at Week 3 (Visit 5)     N  40  39  

      Mean  -3.3  4.6  

      SD  15.98  31.09  

      Median  0.0  0.0  

      Minimum  -55.6  -44.4  

      Maximum  50.0  120.0  

Percent Change at Week 4 (Visit 6)     N  40  39  

      Mean  -4.3  6.1  

      SD  16.19  28.06  

      Median  0.0  0.0  

      Minimum  -55.6  -30.0  

      Maximum  25.0  120.0  

Percent Change at Week 1 (Visit 3)  Stiffness  N  40  39  

      Mean  1.9  10.3  

      SD  17.65  31.38  
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VISIT  SUBSCALE  CATEGORIES  TREATMENT A (N=40)  TREATMENT B (N=39)  

      Median  0.0  0.0  

      Minimum  -40.0  -33.3  

      Maximum  50.0  150.0  

Percent Change at Week 2 (Visit 4)     N  40  39  

      Mean  8.0  8.9  

      SD  32.24  35.53  

      Median  0.0  0.0  

      Minimum  -40.0  -50.0  

      Maximum  150.0  150.0  

Percent Change at Week 3 (Visit 5)     N  40  39  

      Mean  5.9  10.0  

      SD  31.01  38.20  

      Median  0.0  0.0  

      Minimum  -40.0  -40.0  

      Maximum  150.0  150.0  

Percent Change at Week 4 (Visit 6)     N  40  39  

      Mean  3.4  7.2  

      SD  32.72  35.05  

      Median  0.0  0.0  

      Minimum  -40.0  -50.0  

      Maximum  150.0  150.0  

Percent Change at Week 1 (Visit 3)  Physical Function  N  40  39  

      Mean  1.7  11.6  

      SD  12.99  23.56  

      Median  0.0  6.7  

      Minimum  -19.4  -25.8  

      Maximum  52.2  100.0  

Percent Change at Week 2 (Visit 4)     N  40  39  

      Mean  -0.3  12.1  

      SD  12.33  26.88  
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VISIT  SUBSCALE  CATEGORIES  TREATMENT A (N=40)  TREATMENT B (N=39)  

      Median  0.0  3.8  

      Minimum  -25.8  -35.1  

      Maximum  30.4  120.0  

Percent Change at Week 3 (Visit 5)     N  40  39  

      Mean  0.6  7.3  

      SD  14.66  26.73  

      Median  -1.8  3.1  

      Minimum  -27.3  -29.7  

      Maximum  36.8  106.3  

Percent Change at Week 4 (Visit 6)     N  40  39  

      Mean  -0.2  9.2  

      SD  13.47  26.18  

      Median  -1.9  0.0  

      Minimum  -20.7  -24.3  

      Maximum  36.8  106.3  

Percent Change at Week 1 (Visit 3)  Total  N  40  39  

      Mean  1.4  9.7  

      SD  10.41  21.25  

      Median  0.0  4.7  

      Minimum  -14.3  -19.5  

      Maximum  44.4  108.7  

Percent Change at Week 2 (Visit 4)     N  40  39  

      Mean  -0.8  8.9  

      SD  11.14  24.28  

      Median  -2.5  2.6  

      Minimum  -25.7  -30.6  

      Maximum  27.8  100.0  

Percent Change at Week 3 (Visit 5)     N  40  39  

      Mean  -0.5  6.0  

      SD  12.34  24.95  
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VISIT  SUBSCALE  CATEGORIES  TREATMENT A (N=40)  TREATMENT B (N=39)  

      Median  -2.8  2.1  

      Minimum  -20.9  -26.5  

      Maximum  33.3  113.0  

Percent Change at Week 4 (Visit 6)     N  40  39  

      Mean  -1.4  7.4  

      SD  11.63  23.63  

      Median  -4.0  2.6  

      Minimum  -17.5  -24.5  

      Maximum  25.0  113.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 9: Summary of improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and Physical Function 

(PP Population)  

 

Visit  Subscale  Categories  Treatment A (N=40)  Treatment B (N=39)  

Screening  Stiffness  N  40  39  

      Mean  3.0  2.8  

      SD  0.62  0.74  

      Median  3.0  3.0  

      Minimum  1.0  1.0  

      Maximum  5.0  4.0  

Baseline     N  40  39  

      Mean  3.1  3.2  

      SD  0.74  0.99  

      Median  3.0  3.0  

      Minimum  2.0  1.0  

      Maximum  5.0  5.0  
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Visit  Subscale  Categories  Treatment A (N=40)  Treatment B (N=39)  

Visit 3     N  40  39  

      Mean  3.1  3.4  

      SD  0.67  0.99  

      Median  3.0  3.0  

      Minimum  2.0  1.0  

      Maximum  5.0  5.0  

Visit 4     N  40  39  

      Mean  3.2  3.3  

      SD  0.70  0.94  

      Median  3.0  3.0  

      Minimum  2.0  1.0  

      Maximum  5.0  5.0  

Visit 5     N  40  39  

      Mean  3.2  3.3  

      SD  0.62  1.00  

      Median  3.0  3.0  

      Minimum  2.0  1.0  

      Maximum  5.0  5.0  

Visit 6     N  40  39  

      Mean  3.1  3.2  

      SD  0.69  0.92  

      Median  3.0  3.0  

      Minimum  2.0  1.0  

      Maximum  5.0  5.0  

Screening  Physical Function  N  40  39  

      Mean  25.9  26.3  

      SD  2.54  3.16  
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Visit  Subscale  Categories  Treatment A (N=40)  Treatment B (N=39)  

      Median  26.0  27.0  

      Minimum  21.0  16.0  

      Maximum  31.0  32.0  

Baseline     N  40  39  

      Mean  26.8  26.7  

      SD  3.88  4.29  

      Median  26.5  27.0  

      Minimum  18.0  15.0  

      Maximum  36.0  37.0  

Visit 3     N  40  39  

      Mean  27.0  29.0  

      SD  3.20  2.79  

      Median  26.0  29.0  

      Minimum  19.0  23.0  

      Maximum  35.0  36.0  

Visit 4     N  40  39  

      Mean  26.4  29.0  

      SD  2.78  2.74  

      Median  26.5  29.0  

      Minimum  19.0  24.0  

      Maximum  32.0  37.0  

Visit 5     N  40  39  

      Mean  26.6  27.7  

      SD  3.11  2.89  

      Median  26.0  27.0  

      Minimum  21.0  22.0  

      Maximum  34.0  33.0  
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Visit  Subscale  Categories  Treatment A (N=40)  Treatment B (N=39)  

Visit 6     N  40  39  

      Mean  26.5  28.2  

      SD  3.39  2.42  

      Median  26.0  28.0  

      Minimum  16.0  25.0  

      Maximum  34.0  34.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table  10: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 1 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  Stiffness  40  3.1  0.74  39  3.2  0.99  0.1  0.65  -0.222  (-0.488,0.044)  0.1005  0.3154  

Week 1     40  3.1  0.67  39  3.4  0.99        .     .  .  

Baseline  
Physical 

Function  
40  26.8  3.88  39  26.7  4.29  1.2  4.05  -2.050  (-3.281,-0.819)  0.0014  0.0090  

Week 1     40  27.0  3.20  39  29.0  2.79        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table 11: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 2 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  Stiffness 40 3.1 0.74 39 3.2 0.99 0.1 0.89 -0.009 (-0.343,0.325) 0.9579 0.6845 

Week 2   40 3.2 0.70 39 3.3 0.94   .  . . 

Baseline  
Physical 

Function 
40 26.8 3.88 39 26.7 4.29 0.9 4.51 -2.614 (-3.821,-1.407) <.0001 0.0069 

Week 2   40 26.4 2.78 39 29.0 2.74   .  . . 

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table  12: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 3 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  Stiffness  40  3.1  0.74  39  3.2  0.99  0.1  0.96  -0.114  (-0.464,0.236)  0.5190  0.7415  

Week 3     40  3.2  0.62  39  3.3  1.00        .     .  .  

Baseline  
Physical 

Function  
40  26.8  3.88  39  26.7  4.29  0.4  4.70  -1.152  (-2.492,0.188)  0.0909  0.2373  

Week 3     40  26.6  3.11  39  27.7  2.89        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table  13: Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC subscales of 

stiffness and physical function at end of week 4 as compared to Baseline (Day 0 / Visit 2) (PP Population)  

 

  Treatment A   Treatment B   Absolute change from baseline  

Visit  Subscale  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  Stiffness  40  3.1  0.74  39  3.2  0.99  0.0  0.94  -0.111  (-0.453,0.230)  0.5176  0.5346  

Week 4     40  3.1  0.69  39  3.2  0.92        .     .  .  

Baseline  
Physical 

Function  
40  26.8  3.88  39  26.7  4.29  0.6  4.43  -1.746  (-3.030,-0.462)  0.0084  0.0958  

Week 4     40  26.5  3.39  39  28.2  2.42        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table 14: Summary of WOMAC total score (PP Population)  
 

Visit  Categories  Treatment A (N=40)  Treatment B (N=39)  

Screening  N  40  39  

   Mean  36.7  36.8  

   SD  2.72  3.54  

   Median  37.0  37.0  

   Minimum  30.0  23.0  

   Maximum  42.0  43.0  

Baseline  N  40  39  

   Mean  37.9  37.7  

   SD  4.44  5.45  

   Median  37.0  38.0  

   Minimum  27.0  23.0  

   Maximum  47.0  49.0  

Visit 3  N  40  39  

   Mean  38.2  40.6  

   SD  4.22  4.20  

   Median  37.0  39.0  

   Minimum  30.0  33.0  

   Maximum  52.0  50.0  

Visit 4  N  40  39  

   Mean  37.3  40.1  

   SD  4.15  4.54  

   Median  37.0  39.0  

   Minimum  26.0  32.0  

   Maximum  49.0  52.0  

Visit 5  N  40  39  

   Mean  37.4  39.0  
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Visit  Categories  Treatment A (N=40)  Treatment B (N=39)  

   SD  4.49  4.62  

   Median  36.5  38.0  

   Minimum  28.0  29.0  

   Maximum  49.0  49.0  

Visit 6  N  40  39  

   Mean  37.2  39.5  

   SD  4.92  3.85  

   Median  37.0  39.0  

   Minimum  24.0  35.0  

   Maximum  49.0  49.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table 15: Analysis of absolute change from baseline in WOMAC total score at end of week 1 as compared to  

Baseline (Day 0 / Visit 2) (PP Population)  

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  1.5  5.04  -2.438  (-4.148,-0.728)  0.0058  0.0029  

Week 1  40  38.2  4.22  39  40.6  4.20        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 16: Analysis of absolute change from baseline in WOMAC total score at end of week 2 as compared to Baseline 

(Day 0 / Visit 2) (PP Population)  

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  0.9  5.93  -2.804  (-4.710,-0.898)  0.0045  0.0522  

Week 2  40  37.3  4.15  39  40.1  4.54        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table 17: Analysis of absolute change from baseline in WOMAC total score at end of week 3 as compared to Baseline 

(Day 0 / Visit 2) (PP Population)  

 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  0.4  6.11  -1.571  (-3.591,0.449)  0.1254  0.2816  

Week 3  40  37.4  4.49  39  39.0  4.62        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Post-text Table 18: Analysis of absolute change from baseline in WOMAC total score at end of week 4 as compared to Baseline 

(Day 0 / Visit 2) (PP Population) 
 

 Treatment A   Treatment B   Absolute change from baseline  

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  37.9  4.44  39  37.7  5.45  0.5  5.73  -2.371  (-4.285,-0.458)  0.0158  0.0767  

Week 4  40  37.2  4.92  39  39.5  3.85        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 
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Post-text Table 19: Analysis of absolute change from baseline to the end of week 1 in (SF-36 score) (PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  0.6  6.03  -0.145  (-2.718,2.428)  0.9109  0.5668  

Week 1  40  46.5  8.42  40  45.8  9.53        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

Post-text Table 20: Analysis of absolute change from baseline to the end of week 2 in (SF-36 score) (PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  -0.1  6.54  -0.921  (-3.546,1.704)  0.4869  0.5036  

Week 2  40  45.4  8.24  40  45.5  8.46        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 
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Post-text Table 21: Analysis of absolute change from baseline to the end of week 3 in (SF-36 score) (PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  0.5  6.88  -1.653  (-4.482,1.176)  0.2482  0.1906  

Week 3  40  45.6  8.92  40  46.4  8.79        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

Post-text Table 22: Analysis of absolute change from baseline to the end of week 4 in (SF-36 score) (PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  46.1  8.95  40  44.9  8.90  -1.8  8.08  0.709  (-2.166,3.585)  0.6246  0.8024  

Week 4  40  44.3  8.74  40  43.1  6.02        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 
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Post-text Table 23: Analysis of absolute change from baseline to the end of week 1 in Subject Global Assessment of Osteoarthritis 

(PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.04  0.192  0.009  (-0.057,0.075)  0.7840  0.5536  

Week 1  40  3.00  0.000  39  3.00  0.229        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

Post-text Table 24: Analysis of absolute change from baseline to the end of week 2 in Subject Global Assessment of Osteoarthritis  

(PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.08  0.267  -0.025  (-0.113,0.062)  0.5634  0.9830  

Week 2  39  2.95  0.223  40  2.98  0.158        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 
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Post-text Table 25: Analysis of absolute change from baseline to the end of week 3 in Subject Global Assessment of Osteoarthritis  

(PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.06  0.245  -0.051  (-0.122,0.020)  0.1575  0.6336  

Week 3  39  2.95  0.223  40  3.00  0.000        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

Post-text Table 26: Analysis of absolute change from baseline to the end of week 4 in Subject Global Assessment of Osteoarthritis  

(PP Population) 

 

 Treatment A   Treatment B   Absolute change from baseline   

Visit  N  Mean  SD  N  Mean  SD  Mean  SD  LS Mean  95% CI*  P-value*  P-value**  

Baseline  40  3.03  0.158  40  3.05  0.221  -0.05  0.219  -0.025  (-0.075,0.025)  0.3287  1.0000  

Week 4  40  2.98  0.158  40  3.00  0.000        .     .  .  

Treatment A: Arthronat 

Treatment B: Placebo 

* : Using ANOVA, ** : Using Wilcoxon rank sum test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 
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Post-text Table 27: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 1 (MITT population)  

 

 Treatment A (N=40) Treatment B (N=40) All (N=80) 

Category  n (%) n (%) n (%) 

Responders  39(97.5) 27(67.5) 66(82.5) 

Non-Responders  1(2.5) 13(32.5) 14(17.5) 

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 

 

Post-text Table 28: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 2 (MITT population) 

 

 Treatment A (N=40)   Treatment B (N=40)  All (N=80) 

Category  n (%)  n(%)  n(%)  

Responders  40 (100.0)  26 (65.0)  66(82.5)  

Non-Responders    0(0.0) 14(35.0)  14(17.5)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 
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Post-text Table 29: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 3 (MITT population) 

 

 Treatment A (N=40)   Treatment B (N=40)   All (N=80)  

Category  n(%) n(%) n(%) 

Responders  39 (97.5)  28 (70.0)  67(83.8)  

Non-Responders  1(2.5)  12(30.0)  13(16.3)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 

 

Post-text Table 30 : Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 4 (MITT population) 

 

 Treatment A (N=40) Treatment B (N=40) All (N=80) 

Category n(%) n(%) n(%) 

Responders 39 (97.5) 30 (75.0) 69 (86.3) 

Non-Responders 1 (2.5) 10 (25.0) 11(13.8) 

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 

 

 

 

 

 

 

 

 



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 149 

Post-text Table 31: Number (and Percentage) of Responders and Non-Responders according to 

 OMERACT-OARSI Responder Index at week 1 (PP Population) 

 

 Treatment A (N=40)   Treatment B (N=40)   All (N=80)  

Category  n(%)  n(%)  n(%)  

Responders  39(97.5)  27(67.5)  66(82.5)  

Non-Responders  1(2.5)  13(32.5)  14(17.5)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 

 

Post-text Table 32: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 2 (PP Population) 

 

 Treatment A (N=40)   Treatment B (N=40)   All (N=80)  

Category  n(%)  n(%)  n(%)  

Responders  40(100.0)  26(65.0)  66(82.5)  

Non-Responders     14(35.0)  14(17.5)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 
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Post-text Table 33: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 3 (PP Population) 

 

 Treatment A (N=40)   Treatment B (N=40)   All (N=80)  

Category  n(%)  n(%)  n(%)  

Responders  39(97.5)  28(70.0)  67(83.8)  

Non-Responders  1(2.5)  12(30.0)  13(16.3)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 

 

Post-text Table 34: Number (and Percentage) of Responders and Non-Responders according to OMERACT-OARSI Responder 

Index at week 4 (PP Population) 

 

 Treatment A (N=40)   Treatment B (N=40)   All (N=80)  

Category  n(%)  n(%)  n(%)  

Responders  39(97.5)  30(75.0)  69(86.3)  

Non-Responders  1(2.5)  10(25.0)  11(13.8)  

Treatment A: Arthronat 

Treatment B: Placebo 

n/% = Number/Percentage of subjects with the given characteristics 

Source Listing: OMERACT-OARSI Responder Index 
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Post-text Table 35: Analysis of number of subjects who used rescue medication at week 1 (MITT population) 

 
 Treatment A   Treatment B   

 n % n % P-Value 

Subjects used rescue medication at Baseline  39 97.5 40 100.0 0.9352 

Subjects used rescue medication at Week 1  38 95.0 40 100.0 . 

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 36: Analysis of number of subjects who used rescue medication at week 2 (MITT population) 

 
 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 2  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Post-text Table 37: Analysis of number of subjects who used rescue medication at week 3 (MITT population) 

 
 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 3  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 38: Analysis of number of subjects who used rescue medication at week 4 (MITT population) 

 
 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 4  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Post-text Table 39:  Analysis of number of subjects who used rescue medication at week 1 (PP Population) 

 

 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  0.9352  

Subjects used rescue medication at Week 1  38  95.0  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 40: Analysis of number of subjects who used rescue medication at week 2 (PP Population) 

 

 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 2  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Post-text Table 41: Analysis of number of subjects who used rescue medication at week 3 (PP Population) 

 

 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 3  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 42 : Analysis of number of subjects who used rescue medication at week 4 (PP Population) 

 

 Treatment A   Treatment B   

 n  %  n  %  P-Value  

Subjects used rescue medication at Baseline  39  97.5  40  100.0  1.0000  

Subjects used rescue medication at Week 4  39  97.5  40  100.0  .  

Treatment A: Arthronat 

Treatment B: Placebo 

P-Value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Post-text Table 43: Summary of total number of tablets of rescue medication (Paracetamol) consumed in each visit in both the 

treatment arms (PP Population) 

 

VISIT  TREATMENT A  TREATMENT B  

Baseline  380  465  

Week 1 (V3)  331  402  

Week 2 (V4)  317  401  

Week 3 (V5)  287  385  

Week 4 (V6)  273  407  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 44: Summary on number of tablets of rescue medication consumed in each visit by categories (PP population) 
 

  TREATMENT A (N=40)   TREATMENT B (N=40)  

Visit  No of tablets  n  %  n  %  

Baseline  0-5  6  15.0  2  5.0  

   6-10  17  42.5  12  30.0  

   11-15  17  42.5  26  65.0  

Week 1 (V3)  0-5  10  25.0  3  7.5  

   6-10  19  47.5  19  47.5  

   11-15  11  27.5  18  45.0  

Week 2 (V4)  0-5  10  25.0  5  12.5  

   6-10  25  62.5  19  47.5  

   11-15  5  12.5  16  40.0  

Week 3 (V5)  0-5  11  27.5  5  12.5  

   6-10  25  62.5  20  50.0  

   11-15  4  10.0  15  37.5  



Study Code: MA-CT-10-002 

Clinical Study Report  

Arthronat 

 
                                                            

 
Version 1.0; Dated 15 Feb 2011                          Confidential                                    Page 156 

Week 4 (V6)  0-5  14  35.0  2  5.0  

   6-10  22  55.0  22  55.0  

   11-15  4  10.0  16  40.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

Post-text Table 45: Analysis of number of days of rescue medication use (PP Population) 

 

 Treatment A   Treatment B  
 Treatment A-

Treatment B  

Visit  N  Mean  SD  Minimum  Maximum  N  Mean  SD  Minimum  Maximum  P-Value**  

Screening  40  4.5  1.32  0.0  5.0  40  4.8  0.64  2.0  6.0  0.1647  

Baseline  40  4.6  1.30  0.0  6.0  40  4.8  0.64  3.0  6.0  0.2776  

Visit 3  40  4.5  1.06  0.0  6.0  40  4.9  0.48  3.0  5.0  0.0820  

Visit 4  40  4.3  1.14  0.0  5.0  40  4.9  0.48  3.0  6.0  0.0062  

Visit 5  40  4.2  1.11  0.0  5.0  40  4.9  0.59  3.0  7.0  0.0007  

Treatment A: Arthronat 

Treatment B: Placebo 

** : Using t-test 

N = Number of subjects with non-missing values 

Source Listing: Subject Diary Card 
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Post-text Table 46: Analysis of Amount of first line rescue medication (Paracetamol) used during the study (PP Population) 

 

 Treatment A   Treatment B  
 Treatment A-

Treatment B 

Visit  N  Mean  SD  Minimum  Maximum  N  Mean  SD  Minimum  Maximum  P-Value**  

Baseline  40 9.5 4.04 0.0 15.0 40 11.6 3.26 2.0 15.0 0.0115 

Visit 3  40 8.3 3.63 0.0 15.0 40 10.1 3.04 4.0 15.0 0.0202 

Visit 4  40 7.9 3.24 0.0 15.0 40 10.0 3.26 3.0 15.0 0.0050 

Visit 5  40 7.2 3.32 0.0 15.0 40 9.6 3.26 3.0 15.0 0.0013 

Visit 6  40 6.8 3.32 0.0 15.0 40 10.2 2.91 4.0 15.0 <.0001 

Treatment A: Arthronat 

Treatment B: Placebo 

** : Using t-test 

N = Number of subjects with non-missing values 

Source Listing: Rescue Medications Dispensing and Retrieval 
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14.3 SAFETY DATA 

14.3.1 CLINICAL LABORATORY EVALUATION 

 

Post-text Table 47 : Summary of Hematology by visits: Continuous variable (Safety Population) 

 

Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

Basophils (%)  Screening  N  40  40  80  

      Mean  0.0  0.0  0.0  

      SD  0.00  0.00  0.00  

      Minimum  0.0  0.0  0.0  

      Median  0.0  0.0  0.0  

      Maximum  0.0  0.0  0.0  

   Week 4 (V6)  N  40  40  80  

      Mean  1.5  0.0  0.8  

      SD  9.49  0.00  6.71  

      Minimum  0.0  0.0  0.0  

      Median  0.0  0.0  0.0  

      Maximum  60.0  0.0  60.0  

Eosinophils (%)  Screening  N  40  40  80  

      Mean  3.8  4.1  3.9  

      SD  1.85  1.97  1.90  

      Minimum  1.0  1.0  1.0  

      Median  3.5  4.0  4.0  

      Maximum  9.0  9.0  9.0  

   Week 4 (V6)  N  40  40  80  

      Mean  3.5  2.4  3.0  

      SD  6.03  1.13  4.34  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Minimum  1.0  0.0  0.0  

      Median  3.0  2.5  3.0  

      Maximum  40.0  5.0  40.0  

Haematocrit (%)  Screening  N  39  40  79  

      Mean  32.2  32.8  32.5  

      SD  3.15  3.70  3.43  

      Minimum  28.2  26.7  26.7  

      Median  31.4  32.1  31.8  

      Maximum  40.5  41.2  41.2  

   Week 4 (V6)  N  40  40  80  

      Mean  32.8  33.6  33.2  

      SD  3.00  3.32  3.17  

      Minimum  28.5  28.3  28.3  

      Median  31.8  32.7  32.0  

      Maximum  41.7  40.9  41.7  

Haemoglobin (gm %)  Screening  N  39  40  79  

      Mean  12.2  12.6  12.4  

      SD  1.26  1.89  1.61  

      Minimum  10.3  9.1  9.1  

      Median  11.9  12.3  12.1  

      Maximum  15.2  16.7  16.7  

   Week 4 (V6)  N  40  40  80  

      Mean  12.3  12.8  12.5  

      SD  1.21  1.71  1.49  

      Minimum  10.2  9.6  9.6  

      Median  11.9  12.6  12.1  

      Maximum  15.6  16.3  16.3  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

Lymphocytes (%)  Screening  N  40  40  80  

      Mean  35.7  35.3  35.5  

      SD  7.05  6.98  6.98  

      Minimum  22.0  21.0  21.0  

      Median  37.0  34.0  35.0  

      Maximum  51.0  51.0  51.0  

   Week 4 (V6)  N  40  40  80  

      Mean  36.2  36.3  36.3  

      SD  6.24  7.44  6.82  

      Minimum  25.0  25.0  25.0  

      Median  35.0  35.0  35.0  

      Maximum  48.0  48.0  48.0  

Monocytes (%)  Screening  N  40  40  80  

      Mean  2.7  2.5  2.6  

      SD  1.68  1.47  1.57  

      Minimum  0.0  0.0  0.0  

      Median  3.0  3.0  3.0  

      Maximum  6.0  6.0  6.0  

   Week 4 (V6)  N  40  40  80  

      Mean  2.1  1.9  2.0  

      SD  1.41  1.19  1.30  

      Minimum  0.0  0.0  0.0  

      Median  2.0  2.0  2.0  

      Maximum  7.0  4.0  7.0  

Neutrophils (%)  Screening  N  40  40  80  

      Mean  57.8  58.2  58.0  

      SD  6.99  6.94  6.92  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Minimum  44.0  43.0  43.0  

      Median  58.0  59.5  58.0  

      Maximum  73.0  72.0  73.0  

   Week 4 (V6)  N  38  40  78  

      Mean  59.4  59.3  59.3  

      SD  6.23  7.89  7.08  

      Minimum  47.0  48.0  47.0  

      Median  61.0  60.5  61.0  

      Maximum  71.0  71.0  71.0  

Platelet Count (  /cumm)  Screening  N  40  40  80  

      Mean  181925.0  178900.0  180412.5  

      SD  44717.57  51117.66  47743.70  

      Minimum  91000.0  102000.0  91000.0  

      Median  178500.0  167500.0  173000.0  

      Maximum  285000.0  345000.0  345000.0  

   Week 4 (V6)  N  40  40  80  

      Mean  180225.0  182475.0  181350.0  

      SD  19352.98  26770.62  23237.41  

      Minimum  147000.0  151000.0  147000.0  

      Median  178500.0  176000.0  178000.0  

      Maximum  219000.0  268000.0  268000.0  

RBC count (millions/cumm)  Screening  N  39  40  79  

      Mean  3.6  3.6  3.6  

      SD  0.37  0.42  0.39  

      Minimum  3.0  3.1  3.0  

      Median  3.5  3.6  3.5  

      Maximum  4.5  4.8  4.8  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

   Week 4 (V6)  N  40  40  80  

      Mean  3.7  3.8  3.7  

      SD  0.34  0.38  0.36  

      Minimum  3.2  3.2  3.2  

      Median  3.6  3.7  3.6  

      Maximum  4.6  4.8  4.8  

Total WBC Count (cells/cumm)  Screening  N  40  40  80  

      Mean  6305.0  6482.5  6393.8  

      SD  1431.15  1918.45  1684.05  

      Minimum  3400.0  4400.0  3400.0  

      Median  6400.0  6150.0  6250.0  

      Maximum  9800.0  13700.0  13700.0  

   Week 4 (V6)  N  40  40  80  

      Mean  7437.5  6822.5  7130.0  

      SD  1331.03  1316.07  1351.08  

      Minimum  4900.0  5100.0  4900.0  

      Median  7400.0  6700.0  7300.0  

      Maximum  9600.0  9300.0  9600.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Hematology 
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Post-text Table 48: Summary of Serum Chemistry by visits: Continuous variable (Safety Population)  

 

Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

Alkaline Phosphatase (U/L)  Screening  N  40  40  80  

      Mean  103.6  98.4  101.0  

      SD  28.14  29.48  28.75  

      Minimum  51.0  56.0  51.0  

      Median  97.5  92.0  95.5  

      Maximum  183.0  197.0  197.0  

   Week 4 (V6)  N  40  40  80  

      Mean  103.1  98.6  100.9  

      SD  16.53  18.47  17.56  

      Minimum  75.0  63.0  63.0  

      Median  100.5  94.5  98.5  

      Maximum  139.0  146.0  146.0  

BUN (mg/dl)  Screening  N  40  40  80  

      Mean  14.2  13.7  14.0  

      SD  2.49  2.18  2.34  

      Minimum  8.3  9.2  8.3  

      Median  14.6  13.7  14.0  

      Maximum  18.7  19.7  19.7  

   Week 4 (V6)  N  40  40  80  

      Mean  14.9  14.3  14.6  

      SD  1.86  1.64  1.77  

      Minimum  10.7  11.3  10.7  

      Median  15.0  14.4  14.8  

      Maximum  18.3  17.3  18.3  

Calcium (mg/dl)  Screening  N  40  40  80  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Mean  8.8  8.7  8.7  

      SD  0.57  0.65  0.60  

      Minimum  7.8  7.9  7.8  

      Median  8.8  8.7  8.7  

      Maximum  9.9  10.2  10.2  

   Week 4 (V6)  N  40  40  80  

      Mean  8.9  8.8  8.9  

      SD  0.46  0.43  0.45  

      Minimum  8.1  8.0  8.0  

      Median  9.0  8.8  9.0  

      Maximum  9.7  9.8  9.8  

Chloride (MEq/l)  Screening  N  40  40  80  

      Mean  102.8  103.3  103.1  

      SD  4.50  5.07  4.77  

      Minimum  93.2  87.4  87.4  

      Median  103.5  104.0  103.5  

      Maximum  112.5  111.3  112.5  

   Week 4 (V6)  N  40  40  80  

      Mean  101.3  100.3  100.8  

      SD  3.19  3.28  3.25  

      Minimum  93.6  90.7  90.7  

      Median  101.5  100.5  100.9  

      Maximum  109.1  107.2  109.1  

Potassium (MEq/l)  Screening  N  40  40  80  

      Mean  4.2  4.2  4.2  

      SD  0.37  0.44  0.41  

      Minimum  3.6  3.4  3.4  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Median  4.1  4.1  4.1  

      Maximum  5.1  5.5  5.5  

   Week 4 (V6)  N  40  40  80  

      Mean  4.3  4.3  4.3  

      SD  0.30  0.36  0.33  

      Minimum  3.8  3.6  3.6  

      Median  4.2  4.2  4.2  

      Maximum  5.0  5.3  5.3  

S. albumin (gm/dl)  Screening  N  40  40  80  

      Mean  3.9  3.9  3.9  

      SD  0.33  0.30  0.32  

      Minimum  3.0  3.2  3.0  

      Median  3.9  4.0  4.0  

      Maximum  4.9  4.6  4.9  

   Week 4 (V6)  N  40  40  80  

      Mean  4.0  4.0  4.0  

      SD  0.24  0.27  0.26  

      Minimum  3.4  3.3  3.3  

      Median  3.9  4.0  4.0  

      Maximum  4.4  4.6  4.6  

SGOT (IU/L)  Screening  N  40  40  80  

      Mean  28.6  25.2  26.9  

      SD  14.48  8.46  11.90  

      Minimum  13.0  12.0  12.0  

      Median  25.0  26.0  25.5  

      Maximum  97.0  43.0  97.0  

   Week 4 (V6)  N  40  40  80  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Mean  27.3  26.6  26.9  

      SD  7.86  6.65  7.25  

      Minimum  19.0  15.0  15.0  

      Median  27.0  25.0  26.0  

      Maximum  59.0  49.0  59.0  

SGPT (IU/L)  Screening  N  40  40  80  

      Mean  26.7  25.0  25.9  

      SD  13.05  8.63  11.02  

      Minimum  14.0  11.0  11.0  

      Median  25.0  24.0  25.0  

      Maximum  94.0  43.0  94.0  

   Week 4 (V6)  N  40  40  80  

      Mean  26.7  26.6  26.6  

      SD  8.96  5.65  7.44  

      Minimum  16.0  13.0  13.0  

      Median  25.0  27.0  25.0  

      Maximum  71.0  39.0  71.0  

Serum Creatinine (mg/dl)  Screening  N  40  40  80  

      Mean  0.8  0.8  0.8  

      SD  0.15  0.13  0.14  

      Minimum  0.6  0.7  0.6  

      Median  0.8  0.8  0.8  

      Maximum  1.2  1.4  1.4  

   Week 4 (V6)  N  40  40  80  

      Mean  0.9  0.9  0.9  

      SD  0.12  0.10  0.11  

      Minimum  0.7  0.7  0.7  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      Median  0.9  0.9  0.9  

      Maximum  1.3  1.3  1.3  

Sodium (MEq/l)  Screening  N  40  40  80  

      Mean  136.4  130.8  133.6  

      SD  5.73  25.17  18.35  

      Minimum  105.0  9.1  9.1  

      Median  137.4  137.1  137.4  

      Maximum  141.5  140.9  141.5  

   Week 4 (V6)  N  40  40  80  

      Mean  135.2  133.3  134.3  

      SD  4.27  3.66  4.06  

      Minimum  125.6  125.8  125.6  

      Median  135.5  132.1  133.9  

      Maximum  142.6  141.3  142.6  

Total bilirubin (mg/dl)  Screening  N  40  40  80  

      Mean  0.8  0.8  0.8  

      SD  0.13  0.13  0.13  

      Minimum  0.5  0.5  0.5  

      Median  0.8  0.8  0.8  

      Maximum  1.0  1.0  1.0  

   Week 4 (V6)  N  40  40  80  

      Mean  0.7  0.7  0.7  

      SD  0.09  0.08  0.09  

      Minimum  0.6  0.6  0.6  

      Median  0.7  0.7  0.7  

      Maximum  1.0  0.9  1.0  

Treatment A: Arthronat 
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

Treatment B: Placebo 

Source Listing: Serum Chemistry 

 

 

Post-text Table 49 : Summary of Urine analysis by visits: Continuous variable (Safety Population)  

 

Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

Specific gravity  Screening  N  39  37  76  

      Mean  1.0  1.0  1.0  

      SD  0.00  0.00  0.00  

      Minimum  1.0  1.0  1.0  

      Median  1.0  1.0  1.0  

      Maximum  1.0  1.0  1.0  

   Week 4 (V6)  N  38  39  77  

      Mean  1.0  1.0  1.0  

      SD  0.00  0.00  0.00  

      Minimum  1.0  1.0  1.0  

      Median  1.0  1.0  1.0  

      Maximum  1.0  1.0  1.0  

pH  Screening  N  40  40  80  

      Mean  6.8  6.8  6.8  

      SD  0.41  0.41  0.40  

      Minimum  6.0  6.0  6.0  

      Median  7.0  7.0  7.0  

      Maximum  7.0  7.0  7.0  

   Week 4 (V6)  N  40  40  80  

      Mean  6.8  6.9  6.9  
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Test  Visits  Summary Statistics  
Treatment A 

(N=40)  

Treatment B     

(N=40)  

All                

(N=80)  

      SD  0.41  0.30  0.36  

      Minimum  6.0  6.0  6.0  

      Median  7.0  7.0  7.0  

      Maximum  7.0  7.0  7.0  

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Urine Analysis 

 

Post-text Table 50: Percentage of subjects who used concomitant medication during the study (PP Population)  

 
  TREATMENT A (N=40)   TREATMENT B (N=40)  

Preferred Term  n  %  n  %  

Lactobacillus Sporogenes  1  2.5  1  2.5  

n/%   = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Concomitant Medication 

 

 

Post-text Table 51: Percentage of subjects who used prior concomitant medication (PP Population) 
 

  TREATMENT A (N=40)   TREATMENT B (N=40)  

Preferred Term  n  %  n  %  

Acarbose  1  2.5  0  0  

Aceclo Plus  6  15.0  9  22.5  

Aceclofenac  8  20.0  9  22.5  

Acetylsalicylic Acid  0  0  1  2.5  

Amlodipine  5  12.5  3  7.5  

Atenolol  1  2.5  2  5.0  

Atorvastatin Calcium  1  2.5  0  0  
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  TREATMENT A (N=40)   TREATMENT B (N=40)  

Calcitrol /00508501/  1  2.5  0  0  

Calcium  5  12.5  4  10.0  

Calcium Carbonate  1  2.5  1  2.5  

Calcium Citrate  0  0  3  7.5  

Calcium With Vitamin D /01233101/  1  2.5  0  0  

Clopidogrel Sulfate  0  0  1  2.5  

Diapride Forte  3  7.5  0  0  

Diclofenac Deanol  1  2.5  1  2.5  

Diclofenac Sodium  7  17.5  9  22.5  

Enalapril Maleate  1  2.5  1  2.5  

Etoricoxib  0  0  1  2.5  

Fixocard  0  0  1  2.5  

Galenic /Ibuprofen/Paracetamol/  15  37.5  8  20.0  

Gemcal  0  0  1  2.5  

Gemer-P  1  2.5  0  0  

Glibenclamide  1  2.5  0  0  

Glimepiride  0  0  1  2.5  

Glucosamine Sulfate  0  0  1  2.5  

Glynase Mf  2  5.0  0  0  

Hyzaar /01284801/  3  7.5  1  2.5  

Ibuprofen  0  0  1  2.5  

Indometacin  0  0  1  2.5  

Lekovit Ca  9  22.5  7  17.5  

Lornoxicam  1  2.5  1  2.5  

Losartan Potassium  1  2.5  0  0  

Mecobalamin  2  5.0  2  5.0  

Metaglip  2  5.0  1  2.5  

Metformin  2  5.0  3  7.5  

Metformin Hydrochloride  0  0  1  2.5  

Metoprolol Succinate  1  2.5  0  0  
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  TREATMENT A (N=40)   TREATMENT B (N=40)  

Metoprolol Tartrate  1  2.5  2  5.0  

Nephrovite  1  2.5  0  0  

Nifedipine  0  0  1  2.5  

Osteocare /01424301/  1  2.5  1  2.5  

Paracetamol  8  20.0  5  12.5  

Pritor /01506701/  0  0  1  2.5  

Propranolol Hydrochloride  1  2.5  0  0  

Ramipril  0  0  2  5.0  

Rejoint  0  0  1  2.5  

Sil-Norboral  2  5.0  0  0  

Telmisartan  0  0  2  5.0  

n/%  = Number/percentage of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo 

Source Listing: Prior Concomitant Medication 
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14.3.2 Displays of Adverse Events  

 

Refer Section 12.2.2  

 

14.3.3 Listings of Deaths, Other Serious and Significant Adverse Events  

 

There were no Deaths, Other Serious and Significant AEs reported in this study.  

 

14.3.4 Narratives of Deaths, Other Serious and Certain Other Significant AEs 

Not Applicable 

 

14.3.5 Abnormal Laboratory Value Listing (Each Patient)  

Not applicable 
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16 APPENDICES 

16.1 STUDY INFORMATION 

16.1.1 Protocol and protocol amendments  

16.1.2 Sample case report form  

16.1.3 List of IECs or IRBs and sample ICFs  

16.1.3.1 List of EC members and EC approval letter  

16.1.3.2 Sample ICFs in 4 languages  

16.1.4 List and description of investigators and other important participants in the study, 
including brief CVs or equivalent summaries of training and experience relevant 
to the performance of the clinical study  

16.1.5 Signature of principal or coordinating investigator(s) or sponsor’s responsible 
medical officer.  

16.1.6 Listing of patients receiving test/reference product(s) from specific batches, when 
more than one batch was used – Not applicable.  

16.1.7 Randomization scheme and codes (patient identification and treatment assigned)  

16.1.8 Quality assurance statement  

16.1.9 Documentation of statistical methods  

16.1.10 Documentation of inter-laboratory standardization methods and quality assurance 
procedures if used – Not applicable.  

16.1.11 Publications based on study – Not applicable.  

16.1.12 Important publications referenced in the report. 

 

16.2 PATIENT DATA LISTINGS 

The following individual data listings will be provided: 

16.2.1 Discontinued subjects – Not applicable  

16.2.2 Protocol deviations – Not applicable  

16.2.3 Subjects excluded from efficacy analysis – Not applicable  

16.2.4 Demography 

16.2.5 Compliance data 

16.2.5.1 Run-in period medications dispensing and review of compliance by patient 

16.2.5.2 Treatment Period: Review of Compliance 

16.2.6 Individual efficacy response data 

16.2.6.1 Visual Analogue scale for pain 

16.2.6.2 WOMAC Index Questionnaire for Hip and Knee OA 

16.2.6.3 SF-36 Quality of Life Questionnaire 

16.2.6.4 OMERACT-OARSI Retrieval and Dispensing 
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16.2.6.5 Rescue medications retrieval and dispensing 

16.2.6.6 Patient Global Assessment of OA 

16.2.7 Adverse Events  

16.2.8 Listing of individual laboratory measurements by patient, when required by 

regulatory authorities 

16.2.8.1 Hematology 

16.2.8.2 Urine analysis 

16.2.8.3 Urine Pregnancy Test 

16.2.9 ACR Classification Criteria of Functional Status in Rheumatoid Arthritis  

16.2.10 Concomitant Medication 

16.2.11 Alcohol History 

16.2.12 Dispensing of Study Medication 

16.2.13 Dispensing of Subject Diary 

16.2.14 Early Withdrawal/End of Study Form 

16.2.15 Inclusion Criteria 

16.2.16 Exclusion Criteria 

16.2.17 Informed Consent  

16.2.18 Investigator‟s Comments 

16.2.19 Investigator‟s Statement 

16.2.20 Medical and Surgical History 

16.2.21 Orthopaedic Examination of the Index Joint 

16.2.22 Osteoarthritis History 

16.2.23 Physical Examination 

16.2.24 Prior Concomitant Medication 

16.2.25 Randomization 

16.2.26 Reproductive Status 

16.2.27 Review and Retrieval of Subject Diary 

16.2.28 Screening Failure Form 

16.2.29 Serum Biochemistry 

16.2.30 Smoking History 

16.2.31 Vital Signs 

16.2.32 X-Ray of the Index Joint 

 

16.3 CASE REPORT FORMS 

16.3.1 CRF‟s of deaths, other SAEs and withdrawals due to AE 

– Not applicable  

16.3.2 Other CRF‟s submitted  
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Protocol and Protocol Amendments 
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PROCEDURES IN CASE OF EMERGENCY OR OVERDOSE 
 
In the case of a medical emergency you may contact the Medical Monitor at Manipal AcuNova 
Ltd (MAL) as detailed below.  

 
Role in the study Name Address and Telephone number 

Medical Monitor 
(MAL) 
 

Dr. NAGENDRA N Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (780) 
Fax: +91 66915719  
nagendra.n@ecronacunova.com  
 

Clinical Study Project 
Manager, (MAL) 

Mr. KARTHIK C Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (779) 
Fax: +91 66915719  
karthik.c@ecronacunova.com
 

Clinical Study 
Manager   
(Sponsor) 
 

Mr. NEVILLE 
WITTENBAKER 

35/104, King William Street 
Bayswater – 6053 
Western Australia 
Tel: + 618 – 93710091 
neville_trevor@bigpond.com

 
 

mailto:nagendra.n@ecronacunova.com
mailto:karthik.c@ecronacunova.com
mailto:neville_trevor@bigpond.com
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DEPARTMENTS AND FACILITIES 
 

Sponsor  
Rowtasha 
35/104, King William Street 
Bayswater – 6053 
Western Australia 
 

Sponsor’s Authorized 

Representative 

 
Mr. Neville Wittenbaker 
35/104, King William Street 
Bayswater – 6053 
Western Australia 
Tel: + 618 – 93710091 
neville_trevor@bigpond.com  
 

Contract Research 

Organisation (CRO) 

 
Manipal AcuNova Ltd. 
Mobius Towers, SJR - I park,  
EPIP Zone, Whitefield, Bangalore - 560066 
Tel: +91-80-6691 5700 
Fax: +91-80-6691 5719 
www.ecronacunova.com
 

Clinical Study Project 
Manager 

(CRO) 

 
Mr. Karthik C 
Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (779) 
Fax: +91 66915719  
karthik.c@ecronacunova.com  
 

Medical Monitor 

(CRO) 

Dr. Nagendra. N 
Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (780) 
Fax: +91 66915719  
nagendra.n@ecronacunova.com  

mailto:neville_trevor@bigpond.com
http://www.ecronacunova.com/
mailto:karthik.c@ecronacunova.com
mailto:nagendra.n@ecronacunova.com
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Protocol Author  
Dr Lakshmi Shenoy 
Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Tel: +91 (0) 80 6691 5774 
Fax: +91 (0) 80 6691 5719 
lakshmi.shenoy@ecronacunova.com
 

Biostatistician 

 

 
Ms. Kanimozhi. A 
Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (772) 
Fax: +91 66915719  
kanimozhi.a@ecronacunova.com  
 

Data Management  
Ms. Parama Sil 
Manipal AcuNova Limited 
Mobius Towers, SJR - I park, 
EPIP  Zone, Whitefield,  
Bangalore – 560 066 
Phone: +91 66915700 (729) 
Fax: +91 66915719  
parama.sil@ecronacunova.com  
 

 

mailto:lakshmi.shenoy@ecronacunova.com
mailto:kanimozhi.a@ecronacunova.com
mailto:parama.sil@ecronacunova.com
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PROTOCOL SYNOPSIS 
 
This is a randomized, double blind, parallel group, placebo controlled study to evaluate the 
safety and efficacy of Arthronat in subjects with painful osteoarthritis of hips, knees, shoulders, 
neck or wrists.  

 
Investigator (s): To be decided. 
 
Number of subjects planned: 80 subjects with painful osteoarthritis will be randomized  
 
Objectives: 
 
Primary Objective: 

 
• To evaluate the efficacy of Arthronat for the reduction in pain and improvement of  

mobility in subjects with painful osteoarthritis of the hip, knee, shoulders, neck or the 
wrists 

 
Secondary Objective: 
 

• To evaluate the efficacy of Arthronat for the relief of pain in treatment naive subjects as 
compared to subjects with history of NSAID usage for osteoarthritis of the hip, knee, 
shoulders, neck or wrists 
 

• To evaluate the safety of Arthronat in treatment of painful osteoarthritis of the hip, knee, 
shoulders, neck or wrists 
 

Study design: 
 
This is a 4 week prospective, randomized, double blind, parallel group, placebo controlled study. 
Subjects aged ≥ 18 yrs of age with painful osteoarthritis of hip, knee, shoulders, neck or wrists 
will be randomized to treatment either with Arthronat or a matching placebo.  
 
Subject visits are scheduled at Screening (Visit 1), Baseline/Day 0 (Visit 2), at Week 1 (Visit 3), 
Week 2 (Visit 4), Week 3 (Visit 5) and Week 4 (Visit 6 – End of the study visit).  
 
Target subject population: 
 

1. Male and female subjects of ≥ 18 yrs of age in good general health 

2. A previously diagnosed case (atleast 3 months prior to screening visit) of 
osteoarthritis of knee and hip as per the American College of Rheumatologists 
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Clinical Classification of Criteria for Osteoarthritis or a previously diagnosed case 
(atleast 3 months prior to screening visit) of osteoarthritis of shoulders, neck or 
wrists 

3. Subjects should have significant arthritic pain (screening WOMAC score 
between 10-40 or Visual Analogue Scale (VAS) ≥4 at baseline) 

4. Female, if of child bearing potential - 

• Must use efficacious and reliable method of contraception during the entire 
duration of the study {e.g. oral contraceptives; contraceptive 
patches/rings/implants/injected; Norplant®; Depo-Provera®; barrier 
methods (e.g., condom and spermicide); IUD} or remain sexually inactive 
throughout the study.  

• Must have a negative urine pregnancy test at Visit 1 

• Must be non-lactating 

• Must not be planning to become pregnant during the study and for atleast 1 
month after the completion of the study. 

5. All male subjects must agree that they or their female spouses / partners will use 
adequate contraception or should remain sexually inactive throughout the study or 
their spouse / partner must be of non – child bearing potential 

6. Subjects must demonstrate their willingness to participate in the study and comply 
with the study procedures and required visits 

7. Have the ability to understand and sign a written informed consent form, which 
must be completed prior to study specific tasks being performed.  

8. Must be willing to authorize use and disclosure of protected health information to 
any regulatory body, sponsor representative or IRB collected for the study with 
maintenance of confidentiality. 

 
Investigational product, dosage and mode of administration: 
 
Arthronat – 1500 mg (500 mg X 3) 2 times in a day for 4 weeks (as hard shelled capsule) 
 
Placebo, dosage and mode of administration: 
 
All the subjects will receive placebo for 1 week during the run-in phase (between screening and 
baseline visit) 
 
During run-in phase (all subjects): Placebo – 3 capsules 2 times a day for 1 week 
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During active treatment (subjects randomised to placebo arm): Matching placebo – 3 capsules 2 
times in a day for 4 weeks 
 
Dosing Schedule: 
 

Treatment arm 
Strength/Route of 

the capsule 
Dosing 

Schedule 
Total daily dose Duration 

PLACEBO RUN IN PHASE 
Placebo 1 per oral 3 capsules BID 6 capsules 1 week 

ACTIVE TREATMENT PHASE 
Arthronat 500 mg per oral 3 capsules BID 3000 mg 4 weeks 
Placebo 1 per oral 3 capsules BID 6 capsules 4 weeks 

 
Duration of treatment: 
 
The total duration of the active treatment will be for 4 weeks. This will be preceded by one week 
of placebo run-in between screening and baseline visit 
 
Efficacy Outcome variables: 
 
Primary variable: 

 
The primary efficacy endpoint is: 

• Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 
week as compared to Baseline (Day 0 / Visit 2) 

• Improvement (change) in mobility at the end of Week 1 as compared to Baseline (day 
0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 
function. 

 
Secondary variables: 

 
The secondary efficacy endpoints are: 
 

• Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 
compared to Baseline (Day 0 / Visit 2) 

• Percentage of responders (defined as atleast 70 % pain relief as compared to 
Baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS  

• Assessment of percentage responders at Week 1 stratified by prior history of NSAID 
use. 
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• Assessment of percentage responders at Week 2 stratified by prior history of NSAID 
use.  

• Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 
Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 
and Physical function. 

• Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 
knee osteoarthritis 

• Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire 
• Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 
• OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 
• Number of subjects who use rescue medication  in the treatment arm as compared to 

the placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline  
• Number of days of use of rescue medication  in the treatment arm as compared to the 

placebo arm  
• Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment 

arm as compared to the placebo arm.  
• Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment 

arm as compared to the placebo arm.  
 
The Safety endpoints are: 
 

• The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects 
with AE(s). 

• Physical examination  
• Assessment of vital signs 
• Safety laboratory tests (Complete blood count, liver function tests, urea, creatinine 

and electrolytes) 
 

Statistical Methods: 
 
The SAS® package (SAS® Institute Inc., USA, and Version 9.2.) will be used for statistical 
evaluation. All subjects in the study with relevant safety and efficacy data will be considered for 
the analysis.  
 
For the primary efficacy endpoint change in the pain scores as evaluated by Visual Analogue 
Scale (VAS) at end of 1 week as compared to Baseline (Day 0 / Visit 2) would be calculated. For 
the efficacy endpoint, treatment effect will be evaluated using an analysis of variance (ANOVA) 
model with factors for baseline and treatment. Treatment effects will be estimated using the 
least-square means and 95% CIs from the ANOVA model. The assumption of normality and 
homogeneity of variances will be tested using the Shapiro-Wilks test and the Levenes test, 
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respectively. If the assumptions are violated, non-parametric tests will be used to corroborate the 
results of the parametric analyses. All other secondary efficacy endpoints will be appropriately 
compared and summarized. The detail of the methods will be mentioned in Statistical Analysis 
Plan. 
 
Adverse events that occurred subsequent to the first dose of study drug will be summarized. The 
number and the proportion of subjects who experienced AEs will be computed by treatment 
group, classified by MedDRA Primary System Organ Class and Preferred Terms. AEs will also 
be summarized by each severity grade (mild, moderate, severe) and by each relationship grade 
(unrelated, unlikely, possibly, probably, definite) in a similar way. Vitals signs, physical 
examination, will be summarized descriptively by treatment. 
 
The above information provides an overview of the issues related to the analysis of data 
collected during the study. Details of all the analyses and a layout of the tables for the report will 
be discussed in a detailed Statistical Analysis Plan. 
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LIST OF ABBREVIATIONS 
 
The following abbreviations are used in this study protocol. 
 

LIST OF ABBREVIATIONS  

Abbreviation Description 

ACR criteria American College of Rheumatology criteria 

AE(s) Adverse Event(s) 

ALT Alanine Transaminase 

ANOVA Analysis of Variance 

AST Aspartate Transaminase 

BID Bis in die (twice daily) 

BMI Body Mass Index 

BP Blood Pressure 

CI Confidence Interval 

CRO Contract Research Organization 

CRF Case Record Form 

CS Clinically Significant 

CTSM Clinical Trial Supply and Management 

e.g. for example 

DMP Data Management Plan 

EDTA Ethylene Diamine Tetra Acetic acid 

GCP Good Clinical Practice 

GI Gastro-Intestinal 

GLP Good Laboratory Practice 

GMP Good Manufacturing Practice 

Hep B Hepatitis B virus 

Hep C Hepatitis C virus 

HIV Human Immuno-deficiency Virus 
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ICF Informed Consent Form 

ICH-GCP International Conference on Harmonization – Good 
Clinical Practice  

ICMR Indian Council of Medical Research 

IEC Independent Ethics Committee 

i.e. that is 

IP Investigational Product 

IRB Institutional Review Board 

IUD Intra Uterine Device 

JNC Joint National Committee 

Kgs Kilograms 

mg Milligram 

MAL Manipal AcuNova Ltd. 

MedDRA Medical Dictionary of Regulatory Activities 

MITT Modified Intention To Treat population 

NCS Non Clinically Significant 

N/A Not Applicable 

NSAID Non Steroidal Anti – Inflammatory Drug 

N/D Not Done 

OA Osteoarthritis 

OMERACT – 
OARSI  

Outcome Measures in Rheumatoid Arthritis Clinical 
Trials – Osteoarthritis Research Society International 

OTC Over the Counter 

PA Postero-Anterior  

PI Principle Investigator 

PIC Subject Identity Code 

PO Per Oral 

PP Per-Protocol 

SAE(s) Serious Adverse Event(s) 
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SAP Statistical Analysis Plan  

SAS Statistical Analysis Software 

SBP Systolic Blood Pressure 

SF – 36 QOL Short Form – 36 Quality of Life questionnaire 

SIC Subject Identity Code 

SOP Standard Operating Procedure 

SUSAR Suspected Unexpected Serious Adverse Reaction 

UNL Upper Normal Limit 

UPT Urine Pregnancy Test 

V Visit 

VAS Visual Analogue Scale 

WHO - DDE World Health Organization Drug Dictionary Enhanced 

WOMAC Western Ontario and McMaster Universities 
Osteoarthritis Index Scale 

% Percentage 
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1. INTRODUCTION 

 
1.1 Background Information 
 

Osteoarthritis (also known as degenerative arthritis or degenerative joint disease) is a group of 
diseases and mechanical abnormalities involving the degradation of joints. 
 
It is a  progressive disease that represents ‘failed repair of joint damage’ resulting from stresses 
(normal joint + abnormal stresses or abnormal joint + normal stresses) that may be initiated from 
abnormality in any of the joint tissues (articular cartilage, subchondral bone, ligaments, menisci, 
periarticular muscles and peripheral bones and synovium) which results in breakdown of 
cartilage and bone. 
 

 
 

 
Osteoarthritis can be classified into Primary / Idiopathic (where the underlying cause is not 
known) and Secondary (where the underlying cause is identifiable). 
 
OA commonly affects the hands, wrists, feet, spine, neck and the large weight bearing joints, 
such as the hips and knees, although in theory, any joint in the body can be affected. 
 
The commonest signs and symptoms of OA are joint pain, joint stiffness, joint tenderness, joint 
swelling / effusion, crepitus on movement of the joint, decreased range of movements, morning 
stiffness (< 30 minutes), joint deformity, joint instability, Heberden’s nodes and Bouchard’s 
nodes (in case of osteoarthritis of the hands). 
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The risk factors of osteoarthritis are age (> 50 yrs of age), sex (females are more at risk for OA 
than men), obesity, previous joint injury, joint deformities, physical inactivity and family history 
of OA 
 

 
 
Treatment of Osteoarthritis: 
 
The main goals of treatment of OA are: 

- to control pain 
- improve joint function 
- to achieve a healthy lifestyle 

 
Treatment of OA is usually a combination of therapies. The different therapies available are 
exercise (helps in maintaining the weight, increases the flexibility of joints and thereby reduces 
pain), weight reduction / control (helps by reducing the stress on the weight bearing joints which 
limits further injury and increase mobility), non drug pain therapy [can be achieved by 
application of heat or cold to the affected joint, massaging the affected area, transcutaneous 
electric nerve stimulation (acts by modifying pain perception), use of assistive devices – canes, 
braces, splints etc (acts by decreasing the pressure on the affected joints)], drugs (Paracetamol, 
NSAIDS – Diclofenac, ketorolac, ibuprofen, opiods analgesics, corticosteroids, hyaluronic acid -  
aim mainly at pain relief and reducing the inflammation) and  surgery (removal of loose parts of 
the bone, bone fusion ,joint replacement) 
 
Alternate treatments also play a very important role in treatment of osteoarthritis. This includes 
nutritional supplementation chondroitin sulphate, antioxidants, vitamins B9/B12/D, acupuncture, 
etc. These therapies aim reducing the inflammation, pain relief and delay the progression of the 
disease. Extensive research is being performed to improvise the alternate treatments for OA. 
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One of the researched alternate treatments for OA is Arthronat. Arthronat is nutritional 
supplement which has shown promising effects in the treatment of osteoarthritis. It is even being 
used for the treatment of kidney stones, gout etc. 
 
The active component is derived from ‘Otoliths’ of salt water fishes. Otolith is a structure found 
in the saccule and the utricle of the inner ear. It is composed of layers of calcium carbonate (85-
90 %) and gelatinous matrix (10-15 %) 
 

1.1.1 Mechanism of Action 
 
The exact mechanism of action of the drug is not known. However Arthronat has been found to 
reduce the pain and inflammation in the serous membranes of joints and damaged periosteum, 
relax periarticular ligaments, resolve cartilage calcium build-ups, promote greater bone density, 
stimulates muscle tissue development and enhances muscle tone. 
 

1.1.2 Adverse events 
 

The most common adverse effect reported is diarrhea (within the first 24 hours of the first dose) 
which is self resolving condition. 
 

1.1.3 Indication and Dosage 
 

 The drug is indicated in Osteoarthritis, gout and kidney stones. 
 
Dosage for treatment of osteoarthritis is 3000 mg/ day in 2 equal divided doses. 
 

1.1.4 Contraindications  
 

The medication is contraindicated in subjects who have a previous history of allergy to fish or 
fish products. 

 
1.2 Rationale for the study 
 

Osteoarthritis is the most common articular disease of people 65 years and older1. It is one of the 
major causes of chronic disability in elderly population worldwide. 
 
India has around 5.3% males and 4.8 % females aged above 65 years2 and the incidence of OA 
among this population is as high as 12 % 2. 
 
Different treatment options are available for osteoarthritis; however all primarily aim at 
symptomatic relief of pain. Since it is a very long standing disease, treatment is required for a 
prolonged duration.   The most common therapy – use of NSAIDs for pain relief have many side 



 
 
Study ID: MA-CT-10-002 
Version: 1.0; 10-May-10 
 

 
CONFIDENTIALITY STATEMENT                                    Page 21 of 71 

 
 

This document is confidential and proprietary to Sponsor and Manipal AcuNova Ltd. and is for restricted circulation only. No 
part of it may be transmitted, reproduced, published or used by any person/s without prior written authorization. 

 

effects on chronic use such as gastritis, upper GI bleeding etc. Hence safer treatment for 
osteoarthritis is required. 
 
Arthronat has shown very promising effects in the treatment of osteoarthritis without any major 
side effects. The medication is in use since from 10 years and has proved to be very effective in 
reduction in pain and improvement of joint mobility. Our primary aim in conducting the study is 
to observe the potential benefits of the medication in a randomized, placebo controlled blinded 
study design.   
 

1.3 Previous Clinical Experience 
 

The drug is in use for treatment of osteoarthritis, gout and kidney stones for around 10 years. 
However no clinical research has been conducted on the study drug. 
 

2. STUDY OBJECTIVE 

 
2.1 Primary Objective 

 
• To evaluate the efficacy of Arthronat for the reduction in pain and improvement of  

mobility in subjects with painful osteoarthritis of the hip, knee, shoulders, neck or the 
wrists 

   
Primary Efficacy Endpoint: 

 
• Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 

week as compared to Baseline (Day 0 / Visit 2) 
 
• Improvement (change) in mobility at the end of Week 1 as compared to Baseline (day 

0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 
function. 

 
2.2 Secondary Objective 
 

• To evaluate the efficacy of Arthronat for the relief of pain in treatment naive subjects as 
compared to subjects with history of NSAID usage for osteoarthritis of the hip, knee, 
shoulders, neck or wrists 

• To evaluate the safety of Arthronat in treatment of painful osteoarthritis of the hip, knee, 
shoulders, neck or wrists 
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Secondary Efficacy Endpoints: 
 

The secondary efficacy endpoints are: 

• Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 
compared to Baseline (Day 0 / Visit 2) 

• Percentage of responders (defined as atleast 70 % pain relief as compared to 
Baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS  

• Assessment of percentage responders at Week 1 stratified by prior history of NSAID 
use. 

• Assessment of percentage responders at Week 2 stratified by prior history of NSAID 
use.  

• Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 
Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 
and Physical function. 

• Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 
knee osteoarthritis 

• Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire 
• Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 
• OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 
• Number of subjects who use rescue medication  in the treatment arm as compared to 

the placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline  
• Number of days of use of rescue medication  in the treatment arm as compared to the 

placebo arm  
• Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment 

arm as compared to the placebo arm.  
• Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment 

arm as compared to the placebo arm.  
 
The Safety endpoints are: 

• The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects 
with AE(s). 

• Physical examination  
• Assessment of vital signs 
• Safety laboratory tests (Complete blood count, liver function tests, urea, creatinine, 

electrolytes and urine analysis – routine & microscopy) 
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3. STUDY PLAN AND PROCEDURES 

3.1 Overall study design 

 
This is a randomized, double blind, parallel group, placebo controlled study to evaluate the 
safety and efficacy of Arthronat in subjects with painful osteoarthritis of hip, knee, shoulders, 
neck or wrists.  
 
Informed consent will be obtained at screening before undertaking any study related procedures 
or evaluation.  The study population will consist of subjects of either sex, aged ≥ 18 years who 
are previously diagnosed (atleast for 3 months prior to screening) with osteoarthritis of hip (as 
per the ACR criteria for osteoarthritis of hip), knee (as per ACR criteria for osteoarthritis of 
knee), shoulders, neck or the wrists (as per the clinical and radiographic findings of OA of 
shoulders, neck and wrists). 
 
The duration of the study treatment will be 4 weeks which will be preceded by a screening 
period (with one week of placebo run-in phase) not exceeding 14 days 
 
Screening period (not exceeding more than 14 days prior to randomisation) (Visit 1): 
                   

• Run-in period: The screening period will include the run-in period whereby all 
potentially eligible subjects will receive placebo for 1 week. This will be a single 
blind phase of the study wherein the subjects will not be revealed the identity of the 
run-in medication (placebo). This is to ensure that only potentially compliant subjects 
are enrolled in the study. 

• The minimum compliance for the run-in period is 80%. However the final decision 
about the enrolment of the subject in the study (based on the run-in compliance 
criteria) will depend on the Investigator’s judgement. 

 
Treatment period:  
 
 A total of 80 subjects from a single centre will be randomized into two groups in a 1:1 ratio. 
There will be a total of 2 treatment arms in the study.  
 

1. Arthronat – 1500 mg two times a day (total of 6 capsules / day). 
2. Placebo – 3 capsules two times a day (total of 6 capsules / day). 

 
. The subjects will visit their designated site at following visits:  
 

a. Baseline/Visit 2 (V2, Day 0), 
b. Visit 3 (V3, after 1 week of treatment) (window period of +1 day only) 
c. Visit 4 (V4, after 2 weeks of treatment) (window period of ± 1 day) 
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d. Visit 5 (V5, after 3 weeks of treatment) (window period of ± 1 day) 
e. Visit 6 (V6, after 4 weeks of treatment – End of the study visit)  (window period 

of ± 1 day) 
 
Scheduling study visits: 

 
For each of the study visits occurring after the baseline, a window period of ± 1 day is allowed. 
In case the subject attends the visit in the window period instead of the actual scheduled visit 
date, the subsequent visit will be scheduled according to the actual scheduled visit date and not 
the actual visit date. 
 
For example: If the subject attends Visit 4 on day 13 instead of day 14 (as per window period of 
– 1 day) , the next visit will still be performed on day 21 (day 14 + 7 days). 
 
Subjects will be evaluated by the investigator four times after randomisation (at week 1, week 2, 
week 3 and week 4) Assessments will be conducted throughout the study to determine the 
efficacy and safety of the study drug.   
 
Safety  
 
Safety will be assessed by recording the adverse events, as volunteered by the subject, by 
specific questioning, review of the subject’s study diary and as appropriate, by examination of 
the subject. All adverse events occurring after the subject signs the Informed Consent Form 
(ICF) will be captured in the adverse event module of the CRF. Any SAE occurring within 14 
days of last dose of study treatment (Visit 6) should be reported by the investigator. 
 
Treatment assignment: 
 

TABLE I -TREATMENT ASSIGNMENT 

Study 
Treatment 

Treatment 
Duration 

Dosing Regimen No. of Subjects

RUN-IN PERIOD 

Placebo 1 week 3 capsules two times a day  PO 80 

ACTIVE TREATMENT PERIOD 

Arthronat 4 weeks 1500 mg two times a day PO 40 

Placebo 4 weeks 3 capsules two times a day  PO 40 
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3.2 Clinical Study Overview and Plan 

A subject will be considered enrolled in the study after he/she signs the informed consent. The 
enrolled subject will be considered randomised if he/she receives the randomised treatment 
assignment number. A randomised subject will be considered to have received treatment only 
after receiving atleast one dose of the study medication. The duration of the treatment period for 
each subject is 4 weeks.   
 
Screening Visit (Visit 1; not exceeding more than 14 days prior to randomisation):  
 
Subjects ≥ 18 yrs of age of either sex, a previously diagnosed case (confirmed diagnosed at least 
3 months prior to the screening visit) with osteoarthritis of hip, knee (based on ACR criteria of 
OA for hip and knee), shoulders, neck and wrists (diagnosed as per the clinical and radiographic 
evidence of OA) will be eligible to participate in the study. An attempt will be made to recruit ≥ 
90% of subjects with OA of hip and knee among the total 80 subjects. 
 
The Principal Investigator (PI) or his designee will explain the nature of the study, give full 
details and obtain a written informed consent from the subject prior to their participation in any 
study related procedures.  
 
A detailed medical and surgical history will be obtained from the subject. Medical history 
includes personal history (includes but not limited to smoking status, alcohol status, menstrual or 
menopausal history in females). Prior concomitant medications (including details of any prior or 
present use of corticosteroids, hyaluronic acid, insulin, and aspirin) will be recorded. 
 
Detailed history of the Osteoarthritis will be obtained. This includes but not limited to time of 
first onset of symptoms, duration of disease, the number of joints involved, precipitating factors 
for the disease, co-existing conditions, symptoms experienced, details of the treatment taken – 
prescription medications – NSAIDS and other medications, over-the-counter medications and 
other therapeutic modalities used.)  
 
Vital signs (sitting pulse, sitting blood pressure, oral temperature and respiratory rate) and 
demographic data (date of birth, gender, race, height, weight and BMI) will be recorded. 
Subjects will undergo a complete physical examination which includes complete systemic 
examination. Orthopedic examination of the index joint (knee, hip, shoulders, neck or the wrists) 
will be performed. All the findings of the examination findings will be recorded in the source 
documents and the appropriate CRF pages. 
 
X-ray of the index joint will be performed and evaluated at screening. It will be graded as per the 
Kellgren and Lawrence radiographic grading scale for osteoarthritis. (Please refer to appendix X) 
 
After the orthopedic history, orthopedic examination and radiographic evaluation of the index 
joint, the ACR (American Criteria of Rheumatology) clinical classification criteria for 
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Osteoarthritis of the hip, knee (Appendix IV) will be checked. Diagnosis of osteoarthritis of 
shoulders, neck and wrists will be reviewed by the clinical examination and the radiographic 
findings.  If bilateral hip/knee/shoulder/wrist are involved, the Investigator on his/her discretion 
will choose the most suitable joint as the ‘Index joint’ to be followed up in the study. 
 
Blood samples (for hematology, serum biochemistry, urea, creatinine and electrolytes) and urine 
samples for urine analysis (routine and microscopy) will be collected for the screening 
investigations. Urine Pregnancy Test (UPT) will be performed for all females of child bearing 
potential. A female will be considered to be of ‘non – child bearing potential’ if she has attained 
menopause (amenorrhea of minimum of 1 year) or has undergone hysterectomy and / or bilateral 
Oopherectomy 
 
The following study specific assessments will be performed (self administered scales)  

- VAS  for pain 
- WOMAC  index of osteoarthritis  for subjects with knee and hip OA*** 
- SF – 36 Quality of Life questionnaire 
- Patient Global Assessment of Osteoarthritis 
 

*** Only subjects with WOMAC score between 10-40 will be included in the study 
 
The inclusion and exclusion criteria will be assessed. If the subject fails to fulfill any of the 
inclusion criteria or fulfills any exclusion criteria, the subject can be re-screened again after 2 
week (re-screening to be performed based on investigator’s discretion). Only one additional re-
screening of a subject is permitted in the study. 
 
To simulate the dosing regimen of the study medication, all the subjects will undergo a one week 
run- in period where placebo will be administered at the dose of 3 capsules BID per oral. Placebo 
for one week will be dispensed and instructions regarding the medication and the need to adhere 
to the compliance will be given to the subjects.  
 
Rescue medication (first line – Paracetamol) will be dispensed to the subjects with specific 
instructions regarding the total maximum dose per day (4 gm Paracetamol / day) and filling the 
dosage details in the subject diary. On the days that rescue medication was taken, the subject will 
be instructed to record the number of tablets consumed every day in the diary. The subject will 
be strictly instructed to discontinue the rescue medication atleast 48 hrs prior to any scheduled 
visit (Baseline / Visit 3 /Visit 4/ Visit 5 and Visit 6). 
   
At the screening visit, any previous or concomitant use of NSAIDs/ other pain medications will 
be evaluated and recorded. In case the subject is already consuming NSAIDs for pain relief, 
appropriate wash out will be given for the medications as per appendix III. The washout of all 
prohibited pain medications is roughly calculated considering 5 times the elimination half life 
(please refer Appendix III for the prohibited medications and the washout periods). 
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Subjects will be dispensed the subject diary along with instructions for filling the same (Includes 
details of rescue pain medications taken, pain experienced -VAS scale, day(s) during which the 
study medication has not been taken and the reason for the same, any adverse experienced and 
any other concomitant medications taken.) 
  
The subjects will be instructed to bring all the used and unused medication bottles and the used 
and unused rescue medications during the next visit. 
 
The next visit (Randomisation visit / Baseline visit) will be performed after the adequate placebo 
run in and washout period for the rescue and prohibited medications are completed and the 
eligibility of the subject has been confirmed (based on the laboratory investigations). 
 
Baseline Visit (Visit 2 / Randomisation visit / Day 0):  
 
After the completion of the defined placebo run-in period, adequate washout period for the 
rescue and prohibited medications and establishing the eligibility of the subject, the subject will 
be called for the Baseline visit (Randomisation/Day 0) within 14 days after screening. 
 
The run-in period medications will be collected and the compliance calculated. The compliance 
of the run-in period should be a minimum of 80% (preferably 100%); however the final decision 
to continue the subject based on the run-in period compliance will be as per the Investigator’s 
discretion. 
 
The subject diary will be reviewed for the compliance (of the placebo), use of concomitant / 
prohibited medications, any AEs experienced by the subject and the pain intensity. 
 
Vital signs will be checked and recorded appropriately. Orthopaedic examination of the index 
joint will be performed and documented in the CRF. 
 
The following assessments will be performed (self administered scales)  

- VAS for pain***  
- WOMAC index of osteoarthritis for subjects with hip and knee 

osteoarthritis  
- SF – 36 Quality of Life questionnaire 
- Subject Global Assessment of Osteoarthritis 
 

*** Only subjects with score ≥ 4 will be included in the study 
 
The inclusion and exclusion criteria will be re-verified for fulfilment. If the subjects do not meet 
the eligibility criteria at the Baseline visit, they will be considered as screen failures and will be 
discontinued from the study.  
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If the subject fulfils all the inclusion and exclusion criteria and the final eligibility, the subject 
will be randomised to one of the 2 treatment arms.  
 
The first dose of the study medication will be administered to the subject under supervision of 
the Investigator or the investigator designated study personnel in the site after the completion of 
the randomisation process. 
 
Study medication will be dispensed to the subjects for the next 1 week. The rescue medications 
(first line – Paracetamol) and subject diary will be dispensed. Instructions regarding the regular 
intake of study medications will be given. The subject will be instructed to bring the used and 
unused medications and the completed subject diary in the next visit.  
 
The next visit of the subject will be scheduled 1 week after the start of the treatment (with a 
window period of ± 1 day). 
 
Visit 3: (Week 1 with window period of + 1 day only) 
 
A window period of +1 day only is allowed for the Week 1 visit.  
 
The used and unused medications will be collected and the compliance assessed. The completed 
subject diary will be reviewed and collected.  
 
Vital signs (sitting pulse, sitting BP, oral temperature and the respiratory rate) will be recorded. 
Orthopaedic examination of the index joint will be performed. 
 
The following assessments will be performed (self administered scales)  
 

- VAS  for pain  
- WOMAC  index of osteoarthritis for subjects with hip and knee 

osteoarthritis  
- SF – 36 Quality of Life questionnaire 
- Subject Global Assessment of Osteoarthritis 

 
The OMERACT – OARSI responder index criteria will be assessed to determine the clinical 
response (to determine whether the subject is OMERACT - OARSI Responder or a Non 
responder)  
 
The study medication will be dispensed for the next week along with the rescue medications and 
subject diary. 
 
The next visit (Week 2 / Visit 4) of the subject will be scheduled after 1 week with a window 
period of ± 1 day (i.e., 2 weeks after randomisation). 
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Visit 4: (Week 2 ± 1 day) 
 
The visit will be performed 2 weeks after the randomisation of the subject. A window period of ± 
1 day is allowed for the visit. 
 
The used and unused medications will be collected and the compliance assessed. The completed 
subject diary will be reviewed and collected.  
 
Vital signs (sitting pulse, sitting BP, oral temperature and the respiratory rate) will be recorded. 
Orthopaedic examination of the index joint will be performed. 
 
The following assessments will be performed (self administered scales)  
 

- VAS  for pain  
- WOMAC index of osteoarthritis for subjects with hip and knee 

osteoarthritis  
- SF – 36 Quality of Life questionnaire 
- Patient Global Assessment of Osteoarthritis 

 
The OMERACT – OARSI responder index criteria will be assessed to determine the clinical 
response. 
 
The study medication will be dispensed for the next week along with the rescue medications and 
subject diary. 
 
The next visit (Week 3 / Visit 5) of the subject will be scheduled after 1 week with a window 
period of ± 1 day (i.e., 3 weeks after randomisation). 
 
Visit 5: (Week 3 ± 1 day) 
 
The visit will be performed 3 weeks after the randomisation of the subject. A window period of ± 
1 day1 is allowed for the visit. 
 
The used and unused medications will be collected and the compliance assessed. The completed 
subject diary will be reviewed and collected.  
 
Vital signs (sitting pulse, sitting BP, oral temperature and the respiratory rate) will be recorded. 
Orthopaedic examination of the index joint will be performed. 
 
The following assessments will be performed (self administered scales)  
 

- VAS  for pain  
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- WOMAC index of osteoarthritis for subjects with hip and knee 
osteoarthritis  

- SF – 36 Quality of Life questionnaire 
- Patient Global Assessment of Osteoarthritis 

 
The OMERACT – OARSI responder index criteria will be assessed to determine the clinical 
response. 
 
The study medication will be dispensed for the next weeks along with the rescue medications 
and subject diary. 
 
The next visit (Week 4 / Visit 6) of the subject will be scheduled after 1 week with a window 
period of ± 1 day (i.e., 4 weeks after randomisation) which is the last visit of the study. 
 
Visit 6: (Week 4 ± 1 day) – End of the study visit 
 
This is the final visit of the study.  A window period of ± 1 day is allowed for the visit.  
 
All the used and unused medications will be collected and the compliance of the subject in the 
study will be calculated. The completed subject diary will be reviewed for AEs, use of any 
prohibited or concomitant medications and the diary will be retrieved.  
 
Vital signs (sitting pulse, sitting BP, oral temperature and respiratory rate) and the weight (and 
calculation of BMI) will be recorded. Complete physical examination (including the systemic 
examination) and the orthopaedic examination of the index joint will be performed. Blood 
samples (for hematology, serum biochemistry, urea, creatinine and electrolytes) and urine 
samples (for urine routine and microscopy) will be collected for the screening investigations. 
 
The following assessments will be performed (self administered scales)  

- VAS  for pain  
- WOMAC index of osteoarthritis for subjects with hip and knee 

osteoarthritis  
- SF – 36 Quality of Life questionnaire 
- Patient Global Assessment of Osteoarthritis 

 
The OMERACT – OARSI responder index criteria will be assessed to determine the clinical 
response. 
 
The total compliance of the subject in the study will be calculated using the formula: 
 
% compliance =            Number of used capsules             X      100 
                          Number of capsules expected to be used 
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Unscheduled Visit: 
 
An unscheduled visit will be performed if the investigator or the subject finds it necessary at any 
time during the conduct of the study [e.g., adverse event, increased intensity of pain requiring the 
second line rescue medication – ibuprofen or any other medications than the rescue medications 
etc]. The details of such visit and the assessments/evaluations conducted will be appropriately 
recorded in the CRF with reasoning.   
 
3.3 Measurements and Evaluations 
 
Visit 1: Screening visit (not exceeding more than 14 days prior to randomisation)  

 
• Written informed consent. 

• Detailed medical history (including personal history – smoking status, alcohol 
status and menstrual or menopausal history in females) and surgical history 

• Prior concomitant medications history 

• Detailed orthopaedic history (time of first onset of symptoms, duration of disease, 
the number of joints involved, precipitating factors for the disease, co-existing 
conditions, symptoms experienced, details of the treatment taken – prescription 
medications, the over-the-counter medications and the other therapeutic 
modalities used) 

• Demographic data (i.e., date of birth, gender, race, weight, height and BMI) 

• Vital signs such as (sitting pulse rate, sitting BP, respiratory rate and oral 
temperature) 

• Physical examination (including complete systemic examination)  

• Orthopaedic examination of the index joint (knee, hip , shoulders, neck or the 
wrists) 

• ACR clinical classification criteria assessment for OA of hip and knee. 

• Laboratory investigations samples (blood – haematology, serum biochemistry, 
urea, creatinine and electrolytes; urine – routine, microscopy and urine pregnancy 
test for females of child bearing potential) 

• X-ray of the index joint  

• VAS  for pain 

• WOMAC index for OA of hip and knee (only subjects with score of between 10-
40 will be included in the study)  
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• SF – 36 QOL questionnaire 

• Patient  Global Assessment of OA 

• Review of inclusion exclusion criteria 

• Dispensing the run-in period medication for one week and instructions for 
consumption of the medication 

• Dispensing of rescue medications (first line – Paracetamol) 

• Instructions regarding filling of subject diary and dispensing of subject diary 

• Washout period for prohibited medications as per Appendix III 

• Scheduling the next visit  - Baseline visit  (V2 / Randomisation / Day 0) 

Reminder: 
 
- WOMAC index for OA of hip and knee (only subjects with score of between 10 - 40 at 

screening visit will be eligible to continue the study)  
-  
- Subject will be instructed to discontinue the rescue medications atleast 48 hrs prior to the 

next scheduled visit date.  
 

Visit 2: Baseline visit (Day 0 / Randomisation visit)   
 

• Collection of the used and unused run-in period medication and 
calculation of compliance 

• Review  and retrieval of subject diary 

• Vital signs (sitting pulse, sitting BP, oral temperature and respiratory rate) 

• Orthopaedic examination of index joint 

• VAS  for pain (only subjects with score ≥ 4 will be included in the study) 

• WOMAC index for OA of hip and knee 

• SF – 36 QOL questionnaire 

• Patient Global Assessment of OA 

• Re-verification of ACR criteria for OA and the inclusion exclusion criteria 

• Randomisation of the subject to one of the 2 treatment arms (1:1 ratio) 

• Administration of fist dose of study medication 

• Dispensing of study medications for the next 1 week. 
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• Dispensing of rescue medications (first line – Paracetamol) 

• Subject diary dispensing 

• Scheduling of the next visit (Week 1 / Visit 3) 

Reminder: 
 
- VAS for pain (only subjects with score ≥ 4 will be included in the study) 
-  
- Subject to be instructed to discontinue the rescue medications atleast 48 hrs prior to the 

next scheduled visit date.  
 
Visit 3:  Week 1 (Window period + 1 day) 

 
• Recording of vital signs (sitting pulse rate, sitting blood pressure, respiratory rate 

and oral temperature) 

• Review and record of adverse event and concomitant medications 

• Review of the subject diary 

• Collection of the used medication bottles and the unused medication and the 
subject diary 

• Assessment  of compliance 

• VAS  for pain  

• WOMAC  index of osteoarthritis of hip and knee 

• SF – 36 Quality of Life questionnaire 

• Subject Global Assessment of Osteoarthritis 

• Assessment of OMERACT – OARSI responder index criteria 

• Dispensing of study medications for the next 1 week. 

• Dispensing of rescue medications (first line – Paracetamol) 

• Subject diary dispensing 

• Scheduling of the next visit (Week 2 / Visit 4) 

Reminder: 
- Subject to be instructed to discontinue the rescue medications atleast 48 hrs prior to the 

next scheduled visit date.  
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Visit 4:  Week 2 (Window period ± 1 day) 
 

• Recording of vital signs (sitting pulse rate, sitting blood pressure, respiratory rate 
and oral temperature) 

• Review and record of adverse event and concomitant medications 

• Review of the subject diary 

• Collection of the used medication bottles and the unused medication and the 
subject diary 

• Assessment  of compliance 

• VAS  for pain  

• WOMAC  index of osteoarthritis  

• SF – 36 Quality of Life questionnaire 

• Subject Global Assessment of Osteoarthritis 

• Assessment of OMERACT – OARSI responder index criteria 

• Dispensing of study medications for the next 1 week. 

• Dispensing of rescue medications (first line – Paracetamol) 

• Subject diary dispensing 

• Scheduling of the next visit (Week 4 / Visit 4 / End of the study visit) 

Reminder: 
- Subject to be instructed to discontinue the rescue medications atleast 48 hrs prior to the 

next scheduled visit date.  
 
Visit 5:  Week 3 (Window period ± 1 day) 

 
• Recording of vital signs (sitting pulse rate, sitting blood pressure, respiratory rate 

and oral temperature) 

• Review and record of adverse event and concomitant medications 

• Review of the subject diary 

• Collection of the used medication bottles and the unused medication and the 
subject diary 

• Assessment  of compliance 

• VAS  for pain  
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• WOMAC  index of osteoarthritis  

• SF – 36 Quality of Life questionnaire 

• Subject Global Assessment of Osteoarthritis 

• Assessment of OMERACT – OARSI responder index criteria 

• Dispensing of study medications for the next 1 week. 

• Dispensing of rescue medications (first line – Paracetamol) 

• Subject diary dispensing 

• Scheduling of the next visit (Week 6 / Visit 4 / End of the study visit) 

Reminder: 
- Subject to be instructed to discontinue the rescue medications atleast 48 hrs prior to the 

next scheduled visit date.  

 
Visit 6: Week 4 / End of the study visit (Window period ± 1 day) 

 
• Recording of vital signs (sitting pulse rate, sitting blood pressure, respiratory rate 

and oral temperature) and weight of the subject (Calculation of BMI) 

• Complete physical examination (including systemic examination) 

• Orthopaedic examination of the index joint 

• Review and record of Adverse event and concomitant medications 

• Review of the subject diary 

• Collection of the used medication bottles and the unused medication and the 
subject diary 

• Laboratory investigations samples (blood – haematology, serum biochemistry, 
urea, creatinine and electrolytes; urine – routine, microscopy)  

• VAS  for pain 

• WOMAC index for OA SF – 36 QOL questionnaire 

• Subject  Global Assessment of OA 

• Assessment of OMERACT – OARSI responder index criteria 

• Calculation of the total compliance of the subject in the study. 
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Study Visit Plan 
 

Sl Activities 
Screening 
(V1 / -14 

to -1 days) 

Baseline 
(V2) 

Day 0) 

Week 1 
(V3) 

Week 2 
(V4) 

Week 3 
(V5) 

Week 4 
(V6) 

1 Informed Consent 
Procedure 

X  
 

 
 

 

2 Prior medical and 
surgical history 

X  
 

 
 

 

3 Prior concomitant 
medications 

X  
 

 
 

 

4 
Demographic data 
(including height, 
weight and BMI) 

X  
 

 
 

X* 

5 Vital Signs ** X X X X X X 

6 

General physical 
examination 

(including complete 
systemic examination) 

X  

 

 

 

X 

7 
Orthopaedic 

examination of the 
index joint 

X X X X X X 

8 
Review of ACR 

criteria  for OA of hip 
and knee 

X X 
 

 
 

 

9 Inclusion exclusion 
criteria 

X X 
 

 
 

 

10 Blood and urine 
samples collection *** 

X  
 

 
 

X 

11 
Urine pregnancy test 
for females of child 
bearing potential 

X  
 

 
 

 

12 X- ray of the index 
joint 

X  
 

 
 

 

13 Visual Analogue 
Scale for pain  

X X X X X X 

14 SF – 36 Quality of 
Life questionnaire 

X X X X X X 

15 

WOMAC Index 
Questionnaire for 

subjects with hip and 
knee OA 

X X X X X X 

16 Subject Global 
Assessment of OA 

X X X X X X 

 Dispensing the run-in 
period medications 

X      

17 Rescue medications 
dispensing**** 

X X X X X  
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Sl Activities 
Screening 
(V1 / -14 

to -1 days) 

Baseline 
(V2) 

Day 0) 

Week 1 
(V3) 

Week 2 
(V4) 

Week 3 
(V5) 

Week 4 
(V6) 

18 Dispensing of Subject 
diary 

X X X X X  

19 Review and retrieval  
of Subject diary 

 X X X X X 

20 Recording of AEs  X X X X X 

21 
Recording of 
Concomitant 
medications 

 X X X X X 

22 
Randomisation of 

subject and first dose 
administration 

 X 
 

 
 

 

23 Dispensing of study 
medications 

 X X X X  

24 OMERACT – OARSI 
responder index  

  X X X X 

25 Review of 
Compliance 

 X$ X X X X 

26 Retrieval of unused 
medications  

 X$$ X X X X 

 
* - Only weight to be measured at Visit 6 (for calculation of BMI) 
** - Vital signs includes – Sitting pulse rate and blood pressure, oral temperature and respiratory rate 
*** - blood samples for complete blood count, liver function tests, urea, creatinine, electrolytes and urine samples 
for urine analysis (urine routine and microscopy) 
**** - First line rescue medication – Paracetamol; second line rescue medication - Ibuprofen 
$ - calculation of run-in period compliance 
$$ - retrieval of unused run-in period medications 



 
 
Study ID: MA-CT-10-002 
Version: 1.0; 10-May-10 
 

 
CONFIDENTIALITY STATEMENT                                    Page 38 of 71 

 
 

This document is confidential and proprietary to Sponsor and Manipal AcuNova Ltd. and is for restricted circulation only. No 
part of it may be transmitted, reproduced, published or used by any person/s without prior written authorization. 

 

3.4 Rationale for Study Design, Doses and Control Groups 
 

The study design randomized, double blind, parallel group, placebo controlled study was chosen 
as an appropriate study design from a clinical methodology consideration. The efficacy of 
Arthronat in reduction in pain and improvement of mobility in painful osteoarthritis of hip, knee, 
shoulder, neck and wrists will be compared to the effects of placebo. A double blind randomized, 
placebo controlled design is used to minimize any bias in the interpretation of the results of 
efficacy of the test products. 
 
The placebo run-in period has been included in the study to ensure the enrolment of potentially 
compliant subjects. This would minimise withdrawals from the study due to non compliance to 
the study medications.  
  
The study will be conducted as a clinical trial and with accordance to applicable regulatory 
requirements. 
 
3.5  Selection of Study Population 
 
Study population will be drawn from out patient or in patient hospital setting clinics of various 
institutions. A total of atleast 80 subjects with osteoarthritis of hip, knee, shoulders, neck or the 
wrists will be recruited in this study based on inclusion/exclusion criteria. The subjects will be 
randomly allocated 2 arms – Treatment arm (Arthronat) and placebo arm in the ratio of 1:1  
 
3.6 Screening 

 
Approximately 100 subjects will be screened to ensure enrolment of 80 subjects in the trial. The 
duration of screening period will vary from -14 days to -1 day. All screening 
assessments/procedures will be carried prior to randomization. Potential subjects will be 
interviewed and examined by the Investigator or a designated, medically qualified staff member 
to establish their eligibility for inclusion in the study. Subjects will be given full description of 
the nature and purpose of the study. If a subject is willing to participate, they must provide 
written informed consent before proceeding with any study related activities.  

 
The Investigator will maintain a log of all the subjects screened for study participation and will 
record the reason(s) for excluding potential subjects. The subjects who successfully pass the 
screening tests and meet the inclusion criteria will be enrolled for the study. 
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3.7 Inclusion Criteria 
 
For inclusion the subjects must fulfil all of the following criteria: 
 

1. Male and female subjects ≥ 18 yrs of age in general good health 

2. A previously diagnosed (atleast 3 months prior to the screening visit) case of 
osteoarthritis of hip, knees based on the ACR Clinical Classification criteria for 
osteoarthritis or a previously diagnosed (atleast 3 months prior to screening visit) 
case on shoulders, neck and wrists based on the clinical and radiographic findings. 

3. Subjects must be experiencing significant arthritic pain confirmed by: 

- Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip 
and knee) 

- Baseline VAS score of  ≥ 4 

4. Subject must be willing to discontinue all the pain medications before starting the 
study drug except the rescue medications (Paracetamol or ibuprofen) for the entire 
duration of the study. 

5. Female subjects must fulfil any one of the following criteria:   

- will be considered to be of non-child bearing potential if she has 
undergone hysterectomy and/or bilateral Oopherectomy or if she has 
attained menopause (amenorrhea for the last consecutive 12 months) 

- If she is of child bearing potential – she must not be pregnant (negative 
urine pregnancy test at screening) or lactating or planning to become 
pregnant during the study duration. She must remain be abstinent or use 
adequate contraception [oral contraceptives; contraceptive 
patches/rings/implants/injected; Norplant®; Depo-Provera®; barrier 
methods (e.g., condom and spermicide); IUD] 

6. All male subjects must agree that they or their female spouses / partners will use 
adequate contraception or should remain sexually inactive throughout the study or 
their spouse / partner must be of non – child bearing potential 

7. Subjects must demonstrate their willingness to participate in the study and comply 
with the study procedures and required visits. 

8. Have the ability to understand and sign a written informed consent form, which 
must be completed prior to study specific tasks being performed.  

9. Must be willing to authorize use and disclosure of protected health information 
collected for the study. 
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3.8 Exclusion Criteria 
 

1. Subject with history of disease which may involve the index joint including but not 
limited to rheumatoid arthritis, any inflammatory joint disease, metabolic bone 
disease (gout, pseudo gout etc), bone tumours, joint infections (reactive arthritis, 
septic arthritis), avascular necrosis (especially of neck of femur), neuropathic 
disorders etc.  

2. Any history of trauma or surgery to the index joint (joint under the study) or any 
planned surgery (diagnostic or therapeutic intervention) to the index joint during the 
participation in the study 

3. Subjects belonging to Functional class IV as per the ACR criteria for functional status 
(Appendix XI)  

4. Radiographic evidence of grade 4 osteoarthritis based on the Kellgren and Lawrence 
radiographic criteria for osteoarthritis (appendix X) 

5. Any obvious bony deformity or enlargement (including bony enlargement as per 
radiography, joint effusion etc) or any signs of acute inflammation of the joint due to  
arthritis  

6. Subject with history of any severe painful condition which requires the use of 
regular analgesia and confound the  self assessments of pain caused by 
osteoarthritis 

7. Any previous use of corticosteroids (oral or parentral), hyaluronic acid (intra-
articular) for the treatment of osteoarthritis or any other medical condition.  

8. Use of prohibited medications for duration as specified in the protocol prior to 
baseline  

9. Subjects consuming > 150mg/day of aspirin at screening. Subjects consuming ≤ 
150 mg / day aspirin (for non-analgesic indications) should be on a stable dose for 
atleast 30 days prior to screening. 

10. Subjects with significant medical conditions – chronic liver disease (AST / ALT ≥ 
3xUNL or total bilirubin ≥ 2xUNL), renal disease (creatinine ≥ 1.5xUNL ), 
significant cardiovascular or pulmonary disorder, severe hypertension (as per JNC 
VII classification – refer appendix XIII), HIV positive (by history), Hep B or Hep C 
positive (by history), any significant neurological and psychiatric disease (which 
may affect the participation and inference of endpoint of the study) 

11. Subjects with uncontrolled diabetes mellitus complicated with diabetic neuropathy, 
diabetics with prior history or concomitant usage of insulin 

12. Any previous history of alcohol abuse or any drug abuse 
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13. Subjects who have any other disease or condition, or are using any medication, that 
in the judgment of the investigator would put the subject at unacceptable risk for 
participation in the study or may interfere with evaluations in the study or 
noncompliance with treatment or visits. 

14. Subjects who have participated in a study of an investigational drug 30 days prior to 
the baseline  

15. Any history or evidence of allergy to fish or any fish products in the past 

16. Subjects who are unable to comply with study requirements. 

3.9 Discontinuation of Subjects 

3.9.1 Criteria for discontinuation  

 
A. Subjects are free to drop out from the study at any time without stating any reason and 

they can choose not to receive the drug or equivalent after signing the consent. If the 
subject chooses not to receive the study drug after signing the consent, the subject must 
notify the Investigator before dispensing of the study drug. However the subjects will 
continue to receive all the standard medical care, to which they are entitled. 

  
B. Investigator(s) may also, at their discretion, withdraw the subject from participating in the 

study at any time. However subjects must be withdrawn from therapy, if any of the 
following events occur after giving the consent:  

 
a. Withdrawal of subjects due to lack of efficacy of the study medication where 

withdrawal will be considered in the best interest of the subject 
b. Subject suffers from significant intercurrent illness or undergoes surgery during 

the course of the study where continued participation in the study presents a 
significant safety concern. 

c. Subject experiences adverse event or laboratory abnormality, when withdrawal 
would be in the best interest of the subject, as assessed by the investigator 

d. The subject fails to comply with the requirements of the protocol (e.g., visit 
window deviation) the subject may be withdrawn at the discretion of investigator 
after discussion with medical monitor.  

e. It is necessary to further protect the health of the subject or the integrity of the 
study. 

f. Intake of any prohibited medications. 
g. Pregnancy. 
h. Repeated and frequent non-adherence to prescribed dosing regimen as reported in 

subject diary and/or assessed by the investigator and/or monitor. 
i. Institution of additional medical rescue therapy 
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C. The study is terminated by Sponsor, Independent Ethics Committees (IEC)/ Institutional 
Review Board. 

3.9.2 Procedures for discontinuation 

 
Subjects who discontinue will be asked about the reason(s) for their discontinuation and about 
the presence of any adverse events. If a subject withdraws or is discontinued from the study 
before completion, every effort should be made to complete the last scheduled assessments 
(Week 4 / Visit 6 assessments). The PI must provide a written report on the appropriate CRF 
page describing the reason for discontinuation. The primary reason for the withdrawal must also 
be recorded in subject’s medical record along with CRF. Adverse events should be followed up 
and all investigational products should be returned by the subject. All study procedures, 
including collection of efficacy and safety variables, should be conducted and recorded on the 
appropriate CRF. The final report will include reasons for withdrawal. 

3.10 Replacement of Dropouts 

 
Subjects who do not complete the study through Week 4 (Visit 6) will be considered dropouts 
and will not be replaced. 
 
3.11 Study Procedures 

3.11.1  Examination of the subject  

 
Collection of demographic data, measurement of vital signs and physical examination will be 
performed for all the subjects who have signed the informed consent form. 
 
Demographic data – Details regarding the age, date of birth, gender and race of the subject will 
be collected at screening. Height, weight and BMI will be measured at screening and only the 
weight and BMI at Visit 6 (Week 4 / End of the study visit). Height will be measured in 
centimeters (cms) with the subject standing erect and barefoot against the measuring scale. The 
weight will be measured in kilograms (Kgs) with the subject being light – clothed and standing 
erect on the standardized weighing machine. The BMI will be calculated using the formula:  
 
                       BMI (kg/m2) = weight in kilograms (Kgs) / height in meters2 
 
Vital signs – Vital signs will be measured during all the 6 visits of the study (screening, baseline, 
Visit 3, Visit 4, Visit 5 and Visit 6). Pulse rate, blood pressure, respiratory rate and oral 
temperature will be measured. Pulse and the blood pressure will be measured in the sitting 
position after resting for 5 minutes followed by recording of the respiratory rate and the oral 
temperature.  
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 Physical examination – physical examination will be performed at screening (visit 1) and at 
Visit 6 (Week 4 / End of the study visit). Complete head to toe examination and systemic 
examination will be performed and any significant findings will be recorded. 
 
Orthopedic examination – The orthopedic examination will be performed at all the 6 visits 
(Screening, baseline, Visit 3, Visit 4, Visit 5 and visit 6). A detailed examination of the index 
joint will be performed by the Investigator or the Investigator designated medical personnel. 
 
3.11.2 Visual Analogue Scale for Pain (please refer Appendix V) 
          
 Pain assessment using the VAS for pain is performed during all the 6 visits of the study 
(Screening, Baseline, Visit 3, Visit 4, Visit 5 and Visit 6) and on daily basis too (in the subject 
diary).  
 
A VAS is a measurement instrument that tries to measure a characteristic or attitude that is 
believed to range across a continuum of values and cannot easily be directly measured. It is a self 
administered scale  
 
It is usually a horizontal line, 10 mm in length anchored with word descriptors at the end (where 
0 represents ‘No distress / pain’ and 10 represents ‘Unbearable distress / pain’). The subject 
marks on the line the point that they feel represents their perception of pain of their current state. 
The VAS score is determined by measuring in millimeters from the left hand end of the line to 
the point that the subject marks. 

3.11.3 SF – 36 Quality of Life Questionnaire (please refer Appendix VI) 
 
SF – 36 questionnaires will be completed by the subject during all the visits (screening, Baseline, 
Visit 3, Visit 4, Visit 5 and Visit 6)  
 
It is a self administered questionnaire that measures the following 8 health concepts: physical 
functioning, role limitations due to physical problems, social functioning, bodily pain, mental 
health, role limitations due to emotional problems, vitality and general health perception. 
 
Higher scores represent well-being of the subject. 

3.11.4 Western Ontario and McMaster Universities (WOMAC) Index (please refer 
Appendix VII) 

 
WOMAC index score is a self administered test which will be completed by subjects with 
osteoarthritis of knee and hip during each study visit (Screening, Baseline, Visit 3, Visit 4, Visit 
5 and Visit 6) 
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WOMAC Index scale is a disease-specific, tri-dimensional self-administered questionnaire, for 
assessing health status and health outcomes in osteoarthritis of hip and / or knee. It consists of 3 
sub-scales: Pain sub-scale, Physical function sub-scale and Stiffness sub-scale.  
 
The pain sub-scale comprises of 5 questions regarding the amount of pain experienced by the 
subject due to osteoarthritis in the index joint in the past 48 hrs. The scores are measured using 
the 5 point – Likert scale.  Higher scores indicate higher pain. (0 indicates ‘No pain’ and 4 
indicates ‘Extreme pain’) 
 
The stiffness sub-scale consists of 2 questions regarding the amount of stiffness (resistance of the 
joint to movement characterized by difficulty in moving the joint along with pain and discomfort 
in the joint) experienced in the index joint in the past 48 hrs. The scores are measured using the 5 
point – Likert scale. Higher scores indicate increased stiffness (0 indicates ‘No stiffness’ and 4 
indicates ‘Extreme stiffness’) 
 
The physical function sub-scale consists of 17 questions regarding the degree of difficulty 
experience in the index joint due to OA in the past 48 hrs. The scores are measured using the 5 
point – Likert scale. Higher scores indicate worse function. (0 indicates ‘No difficulty’ and 4 
indicates ‘Extreme difficulty’) 

3.11.5 Subject Global Assessment of Osteoarthritis (please refer Appendix VIII) 
 
Subject Global Assessment of osteoarthritis is a self – administered scale which will be 
completed by the subject during each study visit (Screening, Baseline, Visit 3, Visit 4, Visit 5 
and Visit 6) 
 
The subject has to assess on a scale of 1 (indicates ‘Very good’) to 5 (indicates ‘Very poor’) as to 
how severe the OA symptoms are and the severity of limitation of activities due to OA.  

3.11.6 OMERACT – OARSI (Outcome Measures in Rheumatoid Arthritis Clinical Trials – 
Osteoarthritis Research Society International) responder index: (please refer 
Appendix IX)3 

 
The subject will be assessed to be ‘OMERACT – OARSI Responder’ or ‘OMERACT – OARSI - 
Non – responder’ at visit 3, visit 4, visit 5 and visit 6 for subjects of osteoarthritis of knee and 
hip. 
 
 OMERACT – OARSI responder index is two sets of responder criteria to present the results of 
changes from baseline in three symptomatic domains (WOMAC Pain subscale, WOMAC 
Physical function subscale, and Subject's Global Assessment of Osteoarthritis) 
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3.11.7 Subject diary 

 
The subject diary will be dispensed to the subject during all the visits except the Visit 4 (End of 
the study visit). The following details recorded in the subject diary on a daily basis: 

• Any adverse events experienced by the subject (Date of onset, stop date / ongoing, 
whether any medications taken for the same.) 

• Any concomitant medications taken (start date, stop date, indication and dosage) 
• Visual Analogue Scale for pain (assessment of pain of the past 24 hrs) - the subject 

will be instructed to perform the assessment at the end of the day and consider the last 
24 hours for the same. 

• Number of rescue medication tablets consumed per day 
• Compliance assessment (whether study medications has been consumed and if no, the 

reason for the same.) 

3.11.8 Laboratory Investigations 

 
The safety laboratory examinations (complete blood count, liver function test, urea, creatinine, 
electrolytes and urinalysis – routine & microscopy) will be conducted at screening visit (Visit 1) 
and at the end of the study (Visit 6). All laboratory values outside the normal range will be 
evaluated for clinical significance by the investigator. All clinically significant lab parameters 
will be recorded as medical history or adverse event in the source documents and the CRF.  
Subjects with values outside of the normal range (at the screening visit) may continue in the 
study at the Investigator’s discretion or be withdrawn for further investigation.  

4 STUDY TREATMENT 

 
4.1 Investigational Product 
 
Rowtasha will supply drug used in this study. The drug will be manufactured complying with all 
required regulations. Sufficient quantities of the drug will be supplied to the clinical study 
facility by the sponsor. . The product identifiers on the bottles will be letter designated as Bottle 
A or B along with other label information.  See the table below:  
 

INVESTIGATIONAL PRODUCT DETAILS 
 Test  Placebo 

Active Ingredient Otoliths  Matching placebo 

Brand name Arthronat Inactive substance 
Dosage form Capsule for oral consumption Capsule for oral consumption 

Strength 500 mg NA 
Frequency 3 capsules BID 3 capsules BID 
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4.2 Dosing Schedule 
 

For the run-in period, all the subjects will be provided with placebo for a 1 week period.  
 
The dosing as per the randomization schedule will start with dispensing and administration 
of drug.  
 
The first dose will be administered to the subject on Day 0 at the study site under the 
supervision of the Investigator or the investigator designated study personnel after the 
randomisation process. . 

 
The subject will be instructed to consume 3 capsules twice daily (i.e., total of 6 capsules 
per day) starting from Day 0 till the end of 4 weeks. 
 

4.3 Selection and Timing of Dose 
 

The dosing will be a BID dosing, to be taken before or after the two principal meals of the 
day. The capsules should be taken along with plenty of fluids. The capsules should be 
swallowed whole and should not be crushed, chewed, broken into pieces, or taken apart 
prior to administration.  
 

4.4 Storage 
 

The investigational products are considered to be stable at room temperature when it is 
stored away from direct sunlight and dry place in an airtight container. 

 
4.5 Labelling 

 
The following general information will be provided on the clinical trial supply label: 

• Product name A/B 
• Subject initials 
• Screening number 
• Randomisation  number 
• Date of dispensing  
• Manufacturer  details  
• Brief Instructions for Use  
• Storage Instructions 
• Cautionary Statement – “For clinical trial purpose only” 
• Expiry date 
• Batch number 
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The study number will allow tracking of batch number and other details using the labelling batch 
records. 
 
4.6 Receipt of Investigational Product Supplies 
 
Upon receipt of the study treatment supplies, an inventory must be performed and a drug receipt 
log filled out and signed by the pharmacist accepting the shipment.  It is important that the 
designated pharmacist counts and verifies that the shipment contains all the items noted in the 
shipment inventory. Any damaged or unusable drug in a given shipment (test or placebo) will be 
documented in the study files. The Investigator must notify sponsor or designee of any damaged 
or unusable study treatments that were supplied to the Investigator’s site. 
 
4.7 Investigational Product Supplies and Administration 
 
For the purpose of this trial, study medication/study drug/study treatment/investigational product 
refers to Arthronat capsules and the matching placebo. The drug will be stored in a secure 
location. Drug accountability will be the responsibility of the investigator authorized designee. IP 
will only be dispensed by an investigator designated personnel/ pharmacist and will be dispensed 
only to the subjects enrolled in this study. The dispensing of the drug will be according to the 
procedures specified in the clinical trial supply and management (CTSM) standard operating 
procedure (SOP). 
 
4.8 Investigational Product Accountability 
 
The investigator designated personal; preferably a pharmacist will be responsible for drug 
accountability, reconciliation, and record maintenance. In accordance with all applicable 
regulatory requirements, the designated site staff (study pharmacist) will maintain accurate IP 
accountability records throughout the course of the study. A drug accountability log for 
recording the receipt, dispensing and return of drug will be maintained to document the amount 
of drug received and the amount of drug used in the study. Study medication requests, receipts 
and dispensing records as well as study medication inventory forms will be examined and 
reconciled during and at the end of the study by Manipal AcuNova personnel.   
If any drugs are to be destroyed at the site, the principal investigator must obtain prior approval 
by Sponsor. After such destruction, the principal investigator must notify the sponsor in writing, 
of the method of destruction, the date of destruction, and location of destruction. 
 
4.9 Policy and Procedures for Handling Unused Drug 

 
All unused or partially used study drug must be returned to MAL at the end of the study for 
destruction. Reconciliation between the amounts of drug supplied, used and returned to MAL 
must be performed and any discrepancies accounted for. This reconciliation will be logged on 
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the drug reconciliation form, signed and dated. The study drug destroyed on site will be 
documented in the study files.   
 
4.10 Randomization and the Subject Identification Code Numbering System 
 
The randomization schedule will be generated by MAL statistical team, using PROC PLAN in 
SAS, version 9.2, according to MAL standard operating procedures (SOPs) listing subject 
number and treatment. The Site should dispense study medication in sequential order as the 
subjects qualify for participation in the study.  
 
The investigator involved in conducting the study and performing the evaluation will be blinded 
to treatment codes until the database is locked. The drug dispensing will be done by Investigator 
designated site personnel. It is the responsibility of the site designee to ensure appropriate 
dispensing of study treatments   
 
All subjects who sign an IRB approved informed consent form and authorization for the use and 
disclosure of protected health information will be assigned a unique subject identity code (SIC) 
consisting of 3 digit centre code and three digit subject specific code. The subject initials and the 
randomization code will be captured separately as an additional identity. 
 
4.11 Breaking of Randomization Code 
 
Only in the event of a serious adverse event which the investigator feels cannot be adequately 
treated without knowing the identity of the study medication, the medication code may be broken 
for a particular subject. Every effort must be made to contact the Sponsor prior to breaking the 
code. If this is not possible and the situation is an emergency the investigator may break the code 
and contact the Sponsor as soon as possible thereafter. The breaking of the code should be 
documented by the investigator in the CRF and in the investigator file, including the reason for 
doing so, by whom the code was broken and the date on which it was broken. 
 
Any accidental unblinding will be recorded as a protocol deviation and the subject can continue 
in the study. Any need to open the investigator blinding of trial medication for clinical 
management of subjects health during the trial will also not be regarded as a withdrawal 
criterion, unless withdrawal would be in the best interest of the subject or study, as assessed by 
the investigator.  
 
4.12 Treatment Compliance 
 
IP will be dispensed by authorized designee at the scheduled visits. Subjects will be required to 
bring both used (empty medication bottles) and unused study medication to the study centre at 
their scheduled visits. Records will be kept of all medication dispensed, used and returned by 
each subject.  



 
 
Study ID: MA-CT-10-002 
Version: 1.0; 10-May-10 
 

 
CONFIDENTIALITY STATEMENT                                    Page 49 of 71 

 
 

This document is confidential and proprietary to Sponsor and Manipal AcuNova Ltd. and is for restricted circulation only. No 
part of it may be transmitted, reproduced, published or used by any person/s without prior written authorization. 

 

Compliance during the run-in phase should be a minimum of 80%.  If compliance is outside this 
range, the patient should be carefully interviewed and, if necessary, re-informed about the 
purpose and the conduct of the trial. The final decision regarding the inclusion of the subject in 
the study based on the compliance of the run-in period will be dependent on the Investigator’s 
discretion. 
 
Subjects will be asked about their compliance at each visit and the study diary will be reviewed. 
This information will be appropriately recorded at scheduled visit in the CRF. Compliance will 
be assessed by drug history and the data noted in the subject diary.  
 
In the first and second week of treatment (Week 1 and Week 2), any subject who does not 
consume 42 capsules (6 capsules per day X 7 days) in the respective weeks will be excluded 
from the per protocol population. Overall for the study, the compliance should be between 90-
110 %. 
 
Subjects judged to be non-compliant will be counselled on the importance of daily study 
medication intake, as prescribed. Subjects who are repeatedly or severely non-compliant may be 
discontinued, at investigator’s discretion after discussion with the medical monitor.  
 
4.13 Instructions for Subjects 
 
During the treatment period, the subject is advised to consume lots of fluid (atleast 2 liters per 
day) 
 
IP administration 
 
The treatment will be given as per the randomization schedule generated. The total duration of 
the treatment will be for 4 weeks and the subjects will take the allotted treatment twice in a day 
orally. 
 
Missed Doses:  
 
The subject will be instructed to consume a total of 6 capsules (or Arthronat / placebo as per the 
randomisation schedule) per day. If the subject misses one dose of the medication, the subject 
will be instructed to consume 6 capsules during the next dose 
 
For example: If the subject misses the morning dose, the subject will be instructed to consume 6 
capsules during the night dose. 
 
The subject will be advised to consume a total of 42 capsules per week (6 capsules per day X 7 
days) 
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4.14 Concomitant Therapy 
 
Concomitant therapy (except the prohibited medications as listed below) is permitted at the 
discretion of the physician. Detailed history of concomitant medications at the baseline will be 
recorded in the CRF.  All concomitant therapy taken by the subject during the study period will 
be recorded in the CRF in the concomitant medications section in detail.  
 
Subjects will be instructed to report to the Investigator any medication used over the course of 
the study. The Investigator will address the significance of the reported medication use on study 
integrity. At the discretion of the investigator, these subjects may continue study participation if 
the medication is not anticipated to alter study integrity and interfere with the evaluation. 
 
4.14.1 Prohibited medications:  

 
Any medications used for pain relief (including but not limited to NSAIDs, topical analgesics, 
opiods, oral or parental (or topical to the index joint) corticosteroids, hyaluronic acid, any 
Ayurvedic, homeopathic or herbal preparations etc) other the rescue medications are prohibited 
throught the study. These medications required to be stopped atleast 48 hrs prior to the baseline 
visit (Visit 2) or during the time prior to baseline visit that is atleast 5 times the half live of the 
particular analgesic whichever is greater. (List of few analgesics and half life listed in Appendix 
III) 
 
Subjects with the history of any previous use of corticosteroids (oral, intramuscular, intra-
articular, intravenous etc), hyaluronic acid (intra – articular) for treatment of osteoarthritis or any 
other medical condition in the past will not be included in the study. 
 
Diabetic subjects with prior usage or concomitant usage of insulin will not be included in the 
study.  
 
Subjects consuming > 150 mg/day aspirin at screening are not included in the study. Subjects 
consuming ≤ 150 mg / day aspirin (for non-analgesic indications) should be on a stable dose for 
atleast 30 days prior to screening and no changes in the dose should be made during the study. 
 
4.14.2 Rescue medications: 
 
Paracetamol (first line) and Ibuprofen (second line) are the rescue medications to be used in the 
study. No other analgesics other than the two rescue medications can be administered during the 
study. The details of rescue medication [No of rescue medications used per day, start and stop 
date of the medication and date of last dose of rescue medication consumed prior to the 
scheduled visit] will recorded in the subject diary. 
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Subjects can take Paracetamol upto a maximum of 4000 mg/day for pain relief. The medication 
must be discontinued atleast 48 hrs prior to any study assessment visit. (Specific instructions 
regarding the same will be given to the subjects.) 
If the subject does not experience adequate pain relief with the first line rescue medication 
(Paracetamol), the subject will inform the study investigator or the designated study personnel 
and an unscheduled visit will be performed. All the necessary assessments will be performed and 
a decision will be taken as per the  Investigator’s discretion as of whether to the start the subject 
on the II line of rescue medication – ibuprofen or the decision to withdraw the subject from the 
study will be taken.  
 
Upto 3200 mg/Day Ibuprofen can be administered to the subject. The medication must be 
discontinued atleast 48 hrs prior to any study assessment visit. 
 
5 ASSESSMENT OF EFFICACY  
 
5.1 Main Efficacy Variables 

 
Efficacy: Efficacy evaluation will include assessment of the following parameters: 

 
The primary efficacy endpoint: 
 

• Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 
week as compared to Baseline (Day 0 / Visit 2) 

• Improvement (change) in mobility at the end of Week 1 as compared to Baseline (day 
0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 
function. 

 
The secondary efficacy endpoints: 
 

• Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 
compared to Baseline (Day 0 / Visit 2) 

• Percentage of responders (defined as atleast 70 % pain relief as compared to 
Baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS  

• Assessment of percentage responders at Week 1 stratified by prior history of NSAID 
use. 

• Assessment of percentage responders at Week 2 stratified by prior history of NSAID 
use.  

• Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 
Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 
and Physical function. 
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• Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 
knee osteoarthritis 

• Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire 
• Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 
• OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 
• Number of subjects who use rescue medication  in the treatment arm as compared to 

the placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline  
• Number of days of use of rescue medication  in the treatment arm as compared to the 

placebo arm  
• Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment 

arm as compared to the placebo arm.  
• Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment 

arm as compared to the placebo arm.  
 

The efficacy parameters will be appropriately summarized and compared among the treatment 
and control arms. 
 
6 ASSESSMENT OF SAFETY  
 

6.1 Main safety variables 
 
The main safety variables which will be assessed in this study will be as follows: 
 

• The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects 
with AE(s). 

• Physical examination  
• Assessment of vital signs 
• Safety laboratory tests (Complete blood count, Liver function tests, urea, creatinine 

electrolytes and urine analysis) 
 

Safety will be assessed throughout the study via AE reporting, physical examination, monitoring 
of vital signs (heart rate, respiratory rate, blood pressure and temperature) and the laboratory 
investigations. 
 
 Treatment-emergent AEs will be defined as events that occurred after the first dose of 
medication and up to end of treatment. AE(s) monitored using the solicited checklist as 
volunteered by the subject and as observed by the principal investigator will be categorized 
descriptively by total number of AE(s) based on their causality, as well as severity and compared 
between treatment and control arms. These events will be summarized and reported as 
appropriate. 
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7 ADVERSE EVENTS 
 
7.1 Definitions 
 
Adverse Event 
  
Any untoward medical occurrence in a subject or clinical investigation subject administered a 
pharmaceutical product and which does not necessarily have to have a causal relationship with 
this treatment. 
 
An adverse event (AE) is therefore any unfavorable and unintended sign (an abnormal 
ophthalmic finding, for example), symptom (including physical, psychological or behavioral 
effect), or disease temporally associated with the use of a medicinal (investigational or marketed) 
product, experienced by a subject or subject during their participation in an investigational study, 
in conjunction with the use of the drug or biologic, whether or not considered product-related. 
This includes any untoward signs, symptoms, illness or clinically significant laboratory test 
abnormality that has appeared or worsened during the course of the clinical trial, experienced by 
the subject from the time of signing the informed consent until completion of the study. 
Throughout the subject’s participation in the study, any new clinically significant 
findings/abnormalities that meet the definition of an adverse event must be recorded and 
documented as an adverse event. 
 
Serious Adverse Event (SAE)  
 
During clinical investigations, AEs may occur which, if suspected to be drug-related (adverse 
drug reactions), might be significant enough to lead to important changes in the way the 
medicinal product is used or developed (e.g., change in dose, population, needed monitoring, 
consent forms).  This is particularly true for reactions that, in their most severe forms, threaten 
life or function. 
 
A serious adverse event (experience) is any untoward medical occurrence that at any dose: 

• results in death, 
• is life-threatening, 

 
(NOTE: The term "life-threatening" in the definition of "serious" refers to an event in which the 
subject/subject, in the view of the reporter, was at immediate risk of death at the time of the 
event; it does not refer to an event which hypothetically might have caused death if it were more 
severe.) 

• requires hospitalization or prolongation of existing hospitalization, 
• results in persistent or significant disability/incapacity, or 
• is a congenital anomaly/birth defect. 
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• Is an important medical event : defined as a medical event(s) that may not be 
immediately life-threatening or result in death or hospitalization but, based upon 
appropriate medical and scientific judgement, may jeopardize the subject/subject 
or may require intervention (e.g., medical, surgical) to prevent one of the other 
serious outcomes listed in the definition above.  Examples of such events include, 
but are not limited to, intensive treatment in an emergency room or at home for 
allergic bronchospasm; blood dyscrasias or convulsions that do not result in 
hospitalization. 

 
Adverse Event Reporting Period 
 
The study period during which adverse events must be reported is defined as the period from the 
initiation of any study procedures to the end of the study treatment.   
 
Medical History Condition 
 
A medical history condition is any clinically significant medical/surgical condition already 
present at the time of screening after informed consent.   
 
Pre-treatment Adverse Events 
 
After informed consent during screening any clinically significant abnormality which meets 
the definition of AE should be recorded as a pre-treatment AE prior to the administration 
of the study drug (Day 0) and should be recorded accordingly.  Any new clinically 
significant event or worsening of existing medical history condition, which meets the definition 
of AE at V2 or Day 0 will also be considered as pre-treatment adverse event. 
 
Post-treatment Adverse Events 
 
All AEs recorded after the first dose of IP till the end of treatment will be considered as 
post-treatment AEs. Disease signs, symptoms and/or laboratory abnormalities already existing 
prior to the use of the product will not be considered as adverse experiences after treatment 
(post-treatment AEs) unless they reoccur after the subject/subject has recovered from the pre-
treatment condition or they represent an exacerbation in intensity or frequency or the character of 
the condition worsens during the study period. 
 
General Physical Examination Findings 
 
At screening, any clinically significant abnormality should be recorded as a pre-existing 
condition.  At the end of the study, any new clinically significant findings/abnormalities that 
meet the definition of an adverse event must also be recorded and documented as an adverse 
event.  
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Post-study Adverse Event 
 
At the last scheduled visit, the investigator should instruct each subject to report any subsequent 
event(s) that occur within 14 days after discontinuation of treatment. The investigator should 
notify the sponsor of any death or adverse event occurring at any time after a subject has 
discontinued or terminated study participation that may reasonably be related to this study.   
 
Abnormal Laboratory Values 
 
A clinical laboratory abnormality should be documented as an adverse event if any one of the 
following conditions is met:  

 
• The laboratory abnormality is not otherwise refuted by a repeat test to confirm the 

abnormality 
• The abnormality suggests a disease and/or organ toxicity 
• The abnormality is of a degree that requires active management; e.g. change of 

dose, discontinuation of the drug, more frequent follow-up assessments, further 
diagnostic investigation, etc. 

 
Lab abnormalities found during the screening tests will not be considered as adverse event. 
 
Hospitalization, Prolonged Hospitalization or Surgery 
 
Any adverse event that results in hospitalization or prolonged hospitalization should be 
documented and reported as a serious adverse event.  Any condition responsible for surgery 
should be documented as an adverse event if the condition meets the criteria for an adverse 
event.  
 
Neither the condition, hospitalization, prolonged hospitalization, nor surgery are reported as an 
adverse event in the following circumstances: 

 
• Hospitalization or prolonged hospitalization for diagnostic or elective surgical 

procedures for a pre-existing condition.  Surgery should not be reported as an 
outcome of an adverse event if the purpose of the surgery was elective or 
diagnostic and the outcome was uneventful. 

• Hospitalization or prolonged hospitalization required to allow efficacy 
measurement for the study. 

• Hospitalization or prolonged hospitalization for therapy of the target disease of 
the study, unless it is a worsening or increase in frequency of hospital admissions 
as judged by the clinical Investigator. 
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7.2 Safety Classifications 
 
Relationship of Events to Study Drug  

 
The relationship of the adverse event to the IP will be described as one of the following:  
 

• Unrelated:  There was no relationship of the adverse experience to the use of the 
drug or biologic.  This may include, but is not limited to, the adverse experience 
being an expected symptom of disease under study, expected outcome of a 
previously existing or concurrent disease, concomitant medication or procedure 
the subjects experienced during their treatment period.  

• Remote/Unlikely: Adverse experiences which are judged probably not related to 
the drug or biologic.  

• Possible: There was no clear relationship of the adverse experience to the use of 
the drug or biologic; however, one can not definitively conclude that there was no 
relationship. 

• Probable: While a clear relationship to the drug or biologic can not be 
established, the experience is associated with an expected adverse experience or 
there is no other medical condition or intervention which could explain the 
occurrence of such and experience. 

• Definite:  The relationship of the use of the drug or biologic to the experience is 
considered definitively established. 

 
Severity of the Events 

 
• Mild:  Symptom(s) barely noticeable to subject or does not make subject 

uncomfortable; does not influence performance or functioning; prescription drug 
not ordinarily needed for relief or symptom(s) but may be given because of 
personality of subject. 

• Moderate:  Symptom(s) of a sufficient severity to make subject uncomfortable; 
performance of daily activity is influenced; subject is able to continue in study; 
treatment for symptom(s) may be needed. 

• Severe:  Symptom(s) cause severe discomfort; symptoms cause incapacitation or 
significant impact on subject’s daily life; severity may cause cessation of 
treatment with study treatment; treatment for symptom(s) may be given and/or 
subject hospitalization. 

 
The adverse events will be classified as described above by the PI and appropriately 
summarized. 
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7.3 Expected Adverse Events 
 
The most frequently reported adverse reaction expected with Arthronat is diarrhoea in the first 24 
hrs after the first dose. The diarrhoea is self – resolving and does not require any medications for 
treatment. 
 
The subjects will be instructed to record the details of the diarrhoea (time of onset, stop date, 
severity as per subject assessment, number of episodes experienced, type of stools – watery / 
blood in stools / mucus in stools, any concomitant medications taken if any etc).  
 
7.4 Recording of Adverse Events  
 
All AEs (related and unrelated) will be recorded from the time the informed consent is signed to 
participate in the study to until the end of treatment plus 14-day follow-up telephonic call. Any 
AE recorded after screening prior to the administration of the study medication (Day 0) 
will be considered as pre-treatment AEs and will be recorded accordingly. All AEs 
recorded after the first dose of IP till the end of treatment will be considered as post-
treatment AEs.  
 
At each contact with the subject, the investigator will seek information on adverse events by 
specific questioning and, as appropriate, by examination.  Information on all adverse events will 
be recorded immediately in the appropriate AE module of the CRF and in source documents.  All 
clearly related signs, symptoms, and abnormal diagnostic procedures results if recorded in the 
CRF, will be grouped under one diagnosis. Where possible, a diagnosis rather than a list of 
symptoms should be recorded. If a diagnosis, has not been made then each symptom should be 
listed individually. AEs will be coded using the Medical Dictionary of Regulatory Activities 
(MedDRA) AE coding system for purposes of summarization. Subjects/ subjects experiencing 
AEs that cause interruption or discontinuation of investigational product or those experiencing 
AEs that are present at the end of their participation in the study should receive follow-up as 
appropriate.  

 
All AE(s) occurring during the study period will be recorded. The clinical course of each event 
will be followed until resolution (the subject’s/ subject's health has returned to his/her baseline 
status or all variables have returned to normal), an outcome is reached, stabilization (the 
investigator does not expect any further improvement or worsening of the event), or until it has 
been determined that the study treatment or participation is not the cause. Wherever appropriate, 
medical tests and examinations will be performed to document resolution of event(s). SAE(s) 
that are still ongoing at the end of the study period will be followed up to determine the 
reasonable final outcome.  Any SAE that occurs after the study period and is considered to be 
possibly related to the IP or study participation will be recorded and reported immediately. AEs 
should be followed to resolution or stabilization and reported as SAEs if they become serious. A 
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laboratory abnormality that is considered non clinically significant (NCS) will not be considered 
an AE. 
 
7.5 Reporting of Adverse Events 
 
7.5.1 Study Sponsor Notification by Investigator  
 
An event that is serious must be recorded on the SAE page of the CRF and requires expeditious 
handling and reporting to MAL and the sponsor to comply with regulatory requirements.  
A SAE, regardless of its relation to the IP, must be reported to the study medical monitor MAL 
by telephone within 24 hrs of the knowledge of event and the SAE form should be completed 
and faxed to the study medical monitor MAL within 24 hrs.  Report serious adverse events by 
phone and facsimile to: Medical Monitor  
 

Dr. Nagendra N 
        Manipal AcuNova Limited 
        Mobius Towers, SJR - I park, 
        EPIP Zone, Whitefield,  
        Bangalore – 560 066 
       Phone: +91 66915700 (780) 
       Fax: +91 66915719  
       nagendra.n@ecronacunova.com  
 
During this time a completed written report (SAE report form) must be completed and submitted 
(faxed or mailed) by the Investigator. For all SAEs, a Serious Adverse Event Report Form will 
include a detailed written description, copies of relevant subject/subject records, autopsy reports 
when available, and other documents which will be sent to MAL medical monitor within 24 
hours. The investigator must complete, sign and date the SAE form, verify the accuracy of the 
information recorded on the SAE pages with the corresponding source documents, and send a 
copy (by fax) to MAL monitor. 
The PI will keep a copy of the SAE form on file at the study site. If the investigator becomes 
aware of an SAE (regardless of its relationship to investigational product) that occurs within 30 
days after stopping the investigational product, the SAE must be reported in accordance with 
procedures specified in this protocol.  In the event of death, if an autopsy is performed, a copy of 
the report should be sent to MAL. The subject identity should not be disclosed by the 
investigator while reporting SAE, unless specifically asked by the regulatory body or ethics 
committee. In case of emergency or occurrence of SAE, which requires breaking of 
randomization code, the unblinding procedure will be followed as per MAL SOP’s (also see 
section 4.8). 
 
All SAE communications will be forwarded immediately to the sponsor by MAL as soon as it is 
received, by confirmed facsimile transmission and mailing of the completed SAE page. A 

mailto:nagendra.n@ecronacunova.com
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facsimile transmission does not preclude mailing of the SAE page. At the time of the initial 
report, the following information should be provided (as per Schedule Y):  
 

• Subject Initials 
• Subject number 
• A description of the suspected Adverse 

Drug Reaction 
− Date of onset 
− Current status 
− De-challenge and re-challenge 

information 
− Setting 
− Outcome 

• Investigator assessment of the association 
between the event and drug 

• Suspected drug details: 
− Generic name 
− Indications 
− Dosage of the drug administered to 

the subject 
− Start and stop date and time. 

• Other treatments 
• Details of the Investigator 

 
Significant new information on ongoing SAE should be provided promptly to the safety monitor 
and a follow-up SAE form should be completed when applicable. All follow-up SAE reports will 
also be forwarded by MAL to the Sponsor. 
 
7.5.2 IEC Notification by Investigator 
 
Reports of all SAE (follow-up information) must be submitted to the IEC within 7 working days. 
It is the responsibility of the PI to notify the IEC. Copies of each report and documentation of 
IEC notification and receipt will be kept in the investigator site file. 
 
8 DATA MANAGEMENT 
 
Data management will be handled by Manipal AcuNova Ltd (MAL). MAL shall ensure that 
clinical study data collected throughout the trial are complete, accurate and of the highest quality 
and shall be performed in accordance with applicable International Conference on 
Harmonization (ICH) guidelines and regulations. All the source documents will be maintained at 
the study site for audit and monitoring purposes. 
 
Data Management Plan (DMP) shall include all general and study-specific data management 
processes and will identify the applicable processes, the people responsible for performing it, all 
relevant SOPs to be used and what is expected as output/ documentation. 
 
CRFs shall be made available to the site in the paper form. Clinical data discrepancies will be 
identified and data queries shall be resolved depending on the type of query as described in the 
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DMP. Types of data to be coded will include, but may not be limited to, adverse events and 
medications. Adverse events will be coded using the Medical Dictionary for Regulatory 
Activities (MedDRA) adverse experience coding dictionary. Medications will be coded using the 
World Health Organization Drug Dictionary Enhanced (WHO - DDE).  
 
Periodic reviews of the safety database and the clinical database will occur to ensure consistency 
between the databases. The protocol and/or CRFs may be amended after the database and DMP 
have been approved. If changes to the database structure, database contents, or DMP are needed, 
appropriate documentation, re-validation and approval will occur as necessary. 
 
All data management documentation collected and stored by MAL during the course of study 
will be sent to Sponsor at study closeout as determined by the study team. This documentation 
will include, but is not limited to, subject folders, database specifications, the DMP with any 
amendments, etc. 
 
Source documentation supporting the CRF data (lab reports for UPT etc.) should indicate the 
subject’s participation in the study and should document the dates and details of study 
procedures, AEs, and subject status. Investigators will maintain copies of the CRFs at the study 
site. For subjects who discontinue or terminate from the study, the CRFs will be completed as 
much as possible, and the reason for the discontinuance or termination clearly and concisely 
specified on the Study exit Form. All CRFs must be kept current so that they always reflect the 
latest observations on the subjects participating in the study. 
 
9 STUDY MANAGEMENT 
 

9.1  Study Monitoring Plan  
 

Before the first subject is recruited into the study, the monitor(s) of MAL will visit the selected 
clinical study facilities to: 
 

• Determine the adequacy of the clinical study facility 
• Discuss with the Investigator(s) (and other personnel involved with the study) their 

responsibilities with regard to protocol adherence and other responsibilities 
During the progress of the study, the monitor(s) from MAL will have regular contacts with the 
clinical study facility, including visits at regular intervals to:  

• Provide information and support to Investigator(s) 
• Confirm the continued adequacy of the clinical study facility 
• Confirm that the investigational team is adhering to the protocol, Good Clinical Practice 

(GCP), and applicable regulatory requirements 
• Perform source data verification (a comparison of the data in the CRFs with the subject’s 

medical records, and other records relevant to the study). 
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• Check that the data are being accurately and completely recorded in the CRFs, and that 
drug accountability checks are being performed 

• Verify the protection of the rights and well being of the subjects 
 
During these visits, CRFs and supporting documentation related to the study will be reviewed 
and any discrepancies or omissions or any other issues will be resolved. The monitor or another 
MAL representative will be available between visits if the investigator(s) or other staff needs 
information or advice. 
 
After each monitoring visit, the monitor will prepare a monitoring report. A follow up letter will 
be prepared and sent to the investigator for activities done and the resolution plan, if any. These 
all activities will be as per the current version of MAL SOP’s. 
 
The Principal Investigator will also ensure that the monitor or other compliance or quality 
assurance reviewer is given access to all the above noted study-related documents and study 
related facilities (e.g. pharmacy, ocular diagnostic facility etc.), and has adequate space to 
conduct the monitoring visit. 

 
9.2 Case Report Form 
 

The study CRF is the primary data collection instrument for the study. If applicable, 
subjects/subjects are to be identified by initials, birth date and subject number.  All data 
requested will be first recorded on the source document and then on the CRF. All missing data 
must be explained.  If a space on the CRF is left blank because the procedure was not done or the 
question was not asked, write “N/D”.  If the item is not applicable to the individual case, write 
“N/A”. Do not leave a space blank. 
  
All entries should be printed legibly in black ink.  If any entry error has been made, to correct 
such an error, draw a single straight line striking through the incorrect entry and enter the correct 
data above or adjacent to the incorrect entry. All such changes must be initialed, dated and 
explained (if necessary) by the person making the correction and must not obscure the original 
entry.  However, if a special procedure is to be implemented for this protocol, additional 
information will be provided. Correction fluid or covering labels should not be used. DO NOT 
ERASE OR WHITE OUT ERRORS. For clarification of illegible or uncertain entries, print the 
clarification above the item, then initial and date it.  
 
All CRFs must be kept current so that they always reflect the latest observations on the subjects 
participating in the study. The completed CRF must be promptly reviewed, signed, and dated by 
a qualified physician who is an Investigator or Sub-Investigator.  Copies of all paper CRF pages 
will remain at the respective study sites while the original CRFs signed by the investigator, will 
be stored at MAL. 
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9.3 Records and Reports 
 

During this study, an Investigator is required to prepare and maintain adequate and accurate case 
histories designed to record all observations and other data pertinent to the investigation on each 
individual treated with the investigational product or entered as a control in the investigation.  
Data reported on the CRF, that are derived from source documents, must be consistent with the 
source documents or the discrepancies must be explained. In accordance with the applicable 
regulatory requirement(s), the confidentiality of records that could identify subjects/subjects 
must be protected, respecting the privacy and confidentiality rules. 

 
9.4 Audits and inspections 

 
Authorized representatives of sponsor, an Independent Ethics Committee (IEC) or an 
Institutional Review Board (IRB) may visit the center to perform audits or inspections, including 
source data verification. During this visit, they will be allowed access to CRFs, source 
documents and other study files. The purpose of an audit or inspection is to systematically and 
independently examine all study-related activities and documents to determine whether these 
activities were conducted, and data were recorded, analyzed, and accurately reported according 
to the protocol, Good Clinical Practice (GCP), guidelines of the International Conference on 
Harmonization (ICH), and any applicable regulatory requirements. The investigator should 
contact MAL immediately if contacted by a regulatory agency about an inspection at his or her 
center. 
 

9.5 Training of staff 
 
The PI will maintain a record of all individuals involved in the study (medical, nursing and other 
staff). He or she will ensure that appropriate training relevant to the study is given to all of these 
staff members, and that any new information of relevance to the performance of this study is 
forwarded to the staff involved. There will be training and information on all study related 
processes at an Investigators start up meeting and at local initiation and monitoring meetings.  
 

9.6 Changes to the Protocol 
 
The study shall be conducted as described in this approved protocol. Any significant deviation 
must be documented in the CRF. All revisions of the protocol will be discussed with sponsor or 
sponsor’s representatives. The study procedures will not be changed without the mutual 
agreement of Manipal AcuNova Ltd (MAL) and the sponsor. Administrative changes also 
require the mutual agreement of MAL and sponsor. 
In the event a deviation or change to a protocol is implemented to eliminate an immediate 
hazard(s) prior to obtaining IRB/IEC approval/favorable opinion, as soon as possible the 
deviation or change will be submitted to: 
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• IRB/IEC for review and approval/favorable opinion 
• Sponsor 

 
Documentation of approval signed by the chairperson or designee of the IRB(s)/IEC(s) must be 
sent to the sponsor. If it is necessary for the study protocol to be amended, the amendment or a 
new version of the study protocol (Amended Protocol) must be provided to or approved by IEC, 
and if applicable, also the regulatory authority, before implementation. In the event an 
Amendment substantially alters the study design or increases the potential risk to the subject:  
 

(1) The consent form must be revised and submitted to the IRB(s)/IEC(s) for review and 
approval/favorable opinion;  

(2) The revised form must be used to obtain consent from subjects currently enrolled in the 
study if they are affected by the Amendment; and  

(3) The new form must be used to obtain consent from new subjects prior to enrollment. 
 
MAL will distribute amendments and new versions of the protocol to the principal investigator 
or designee, who in turn is responsible for the distribution of these documents to IEC. The 
distribution of these documents to the regulatory authority will be handled by MAL. 
 

9.7 Protocol Deviations and Violations: Condition where the Study will be terminated 
 
After a subject is enrolled into the trial and is noticed to be noncompliant with inclusion and 
exclusion criteria, the same will be documented as a protocol violation(s). During the conduct of 
the trial process if deviation(s) are noticed from the norm mentioned in the protocol, the same 
will be documented as protocol deviation(s).  
 
The severity of the protocol violation and protocol deviation will be graded as minor if the 
violation/deviation is not altering the integrity of the study plan or its safety and efficacy 
outcome, as major if the violation/deviation is altering the integrity of the study plan or its safety 
and efficacy outcome. 
 
Sponsor reserves the right to terminate the study at any time. Whereas the principal investigator 
reserves the right to discontinue the study for safety reasons at any time and bears the 
responsibility to inform the IEC. The reason for this termination will be provided to the subjects.  
 

9.8 Records retention 
 

During this study, the Investigator must retain investigational product disposition records, copies 
of CRFs (or electronic files) and source documents for the maximum period required by 
applicable regulations and guidelines, or Institution procedures, or for the period specified by the 
Sponsor, whichever is longer. The Investigator must contact sponsor prior to destroying any 
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records associated with the study. The sponsor will notify the Investigator when the trial records 
are no longer needed.  
 
In the event that the PI withdraws from the study (e.g., relocation, retirement), the records shall 
be transferred to a mutually agreed upon designee (e.g., another Investigator, IRB).  Notice of 
such transfer will be given in writing to Sponsor. 
 
10 STATISTICAL EVALUATION 
 
The SAS® package (SAS® Institute Inc., USA, and Version 9.2.) will be used for statistical 
evaluation. 
 
10.1 Determination of Sample Size 
 
As per the suggestion of sponsor, a sample size of 80 subjects (40 subjects in each treatment 
arm) will be enrolled for the study. 
 
10.2 Population of Analysis 
 
All subjects randomized and have at least one post treatment measurement will be included in 
the Modified Intention To Treat (MITT) population and all subjects randomized and received at 
least one dose of study medication will be included in the safety population. Subjects who 
complete both the baseline visit and end of treatment visit and who have no major protocol 
violations will be included in the Per-Protocol (PP) population. For subjects with incomplete data 
(for dropping out or for any other reason), missing values will be imputed for inclusion in the 
MITT population and no imputation will be done for PP population. All criteria for 
inclusion/exclusion from PP population will be further detailed, later in the SAP. 
 
Detailed description of what constitutes a protocol violation will be defined in the statistical 
analysis plan (SAP). 
 
10.3 Final Analysis 
 
Analysis of Baseline Characteristics: 

 
The following demographic and baseline characteristics will be summarized by treatment group 
as follows: age, weight, gender, race, reproductive status and vital signs 

• For continuous measurements such as age, the mean, median, standard deviation and 
range will be tabulated. 

• For categorical measurements such as gender, the frequencies will be computed.  
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Analysis primary efficacy endpoint: 
 
The primary efficacy endpoint is  
 

• Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 
week as compared to Baseline (Day 0 / Visit 2) 

• Change in mobility at the end of Week 1 as compared to Baseline (day 0 / Visit 2) 
evaluated by change in the WOMAC sub-scales of Stiffness and Physical function. 

 
For the efficacy endpoint, treatment effect will be evaluated using an analysis of variance 
(ANOVA) model with factors for baseline and treatment. Treatment effects will be estimated 
using the least-square means and 95% CIs from the ANOVA model. Statistical significance will 
be defined as a two-sided p-value <0.05. For comparison, both p-values adjusted for multiple 
comparisons using Dunnett’s procedure and unadjusted p-values will be reported.  
  
The assumption of normality and homogeneity of variances will be tested using the Shapiro-
Wilks test and the Levenes test, respectively. If the assumptions are violated, non-parametric 
tests will be used to corroborate the results of the parametric analyses. 
 
Analysis of secondary efficacy endpoints: 
 
The secondary efficacy endpoints are: 
 

• Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as 
compared to Baseline (Day 0 / Visit 2) 

• Percentage of responders (defined as at least 70 % pain relief as compared to 
Baseline) evaluated at the end of Week 1, 2, 3 and 4 using the VAS  

• Assessment of percentage responders at Week 1 stratified by prior history of NSAID 
use. 

• Assessment of percentage responders at Week 2 stratified by prior history of NSAID 
use.  

• Change in mobility at the end of Week 2, 3 and 4 as compared to Baseline (day 0 / 
Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 
function. 

• Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 
knee osteoarthritis 

• Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire 
• Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 
• OMERACT-OARSI responder index at Week 1, 2, 3 and 4. 
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• Number of subjects who use rescue medication  in the treatment arm as compared to 
the placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline  

• Number of days of use of rescue medication  in the treatment arm as compared to the 
placebo arm  

• Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment 
arm as compared to the placebo arm.  

• Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment 
arm as compared to the placebo arm. 

 
All the secondary efficacy endpoints will be appropriately compared and summarized. The detail 
of the methods will be mentioned in Statistical Analysis Plan. 
 
Analysis of primary safety endpoints: 
 
The safety endpoints are: 
 

• The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects 
with AE(s). 

• Physical examination  
• Assessment of vital signs 
• Safety laboratory tests (Complete blood count, Liver function tests, urea, creatinine 

and electrolytes and urine routine) 
 
Vitals signs and physical examination will be summarized descriptively by treatment. 
 
Adverse events that occurred subsequent to the first dose of study drug will be summarized. The 
number and the proportion of subjects who experienced AEs will be computed by treatment 
group, classified by MedDRA Primary System Organ Class and Preferred Terms. AEs will also 
be summarized by each severity grade (mild, moderate, severe) and by each relationship grade 
(none, possibly, probably) in a similar way. 
 
Proportion of subjects who used concomitant medication during the study period will be 
computed for each treatment group. 
 
For the Safety laboratory tests the sift tables would be presents. 
 
Interim Evaluation: 
 
No formal interim evaluation is planned for this study.  
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11 ETHICAL CONSIDERATIONS 
 

This study will be consistent with Good Clinical Practice (GCP), ICMR guidelines on human 
ethics and Schedule Y and will be conducted in accordance with the ethical principles that have 
their origin in the Declaration of Helsinki. 
 
The study will be conducted in compliance with the protocol.  The protocol and any amendments 
and the subject informed consent must receive IRB/IEC approval/favorable opinion prior to 
initiation of the study. Freely given written informed consent must be obtained from every 
subject prior to clinical trial participation. The rights, safety and well-being of the trial 
subjects/subjects are the most important considerations and should prevail over interests of 
science and society. Study personnel involved in conducting this trial should be qualified by 
education, training, and experience to perform their respective task(s). This trial will not use the 
services of study personnel where sanctions have been invoked or where there has been scientific 
misconduct or fraud (e.g., loss of medical licensure, debarment). 
Systems with procedures will be implemented to assure the quality of every aspect of the study. 
 
11.1 IEC Review and Communications 
 
This protocol and any amendments will be submitted to Institutional Ethics Committee (IEC) in 
agreement with local regulations, for formal approval of the study to be conducted.  The opinion 
of the IEC concerning the conduct of the study will be made in writing to the Investigator and a 
copy of this decision will be provided to the Sponsor before commencement of this study.  The 
Investigator will provide a list of IEC members and their affiliate to the Sponsor. 
 
11.2 Informed Consent Process 
 
The principal investigator(s) at each centre will ensure that the subject is given full and adequate 
oral and written information about the nature, purpose, possible risk and benefits of the study. 
The procedures to be carried out and the possible potential hazards will be described to the 
subjects in a language which the subject comprehends. The subject will be required to read and 
sign the consent form summarizing the discussion prior to enrolment in the study. A copy of the 
written informed consent form will be given to the subject, which describes the study procedures 
including the clinical/laboratory tests and the possible potential hazards in non technical terms in 
conformity with regulatory requirements.. If the subject/subject is unable to read, an impartial 
witness should be present during the entire informed consent discussion. After the written 
informed consent form and any other written information to be provided to subject/subject is 
read and explained to the subject/subject in a language understood by him and if the subject has 
orally consented to his participation in the screening/study, the witness should sign and 
personally date the consent form. By signing the consent form, the witness attests that the 
information in the consent form and any other written information was accurately explained to 
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and apparently understood by the subject and that the informed consent was freely given by the 
subject. The ICF will be signed and dated by the subject and the PI or designee. 
 
The consent form will include a statement that the sponsor or designated sponsor’s 
representatives) will have direct access to subject records. The Investigator must have the 
IRB/IEC’s written approval/favorable opinion of the written informed consent form and any 
other information to be provided to the subjects prior to the beginning of the study. 
 
The ICF provided to subjects or the subject’s legally acceptable representative, should be revised 
whenever important new information becomes available that is relevant to the subject’s consent, 
and they should receive IRB/IEC approval/favorable opinion prior to use.  Any updates to the 
consent form and any updates to the written information will be provided to the subject during a 
subject’s participation in the trial. 
 

11.3 Statement of Subject Confidentiality Including Ownership of Data  
 
The records of the subject’s medical history, physical examination, laboratory results and any 
other information or data generated during the study will be made available to sponsor or its 
designees (auditors, monitors), ethics committee, formulary committees of hospitals if 
applicable, at the opinion of the sponsor. A pre-condition for entry into this study will be 
subject’s agreement to release all of the above-mentioned documentation and data for any lawful 
purpose. In such cases, the subjects name will be removed from all documentation to ensure 
anonymity. 
 

11.4   Termination of Study 
 
The Sponsor and the Institutional ethics committee reserve the right to terminate the study at any 
time. The reason for this termination will be provided to the subjects. The Principal Investigator 
reserves the right to discontinue the study for safety reasons at any time. 
 
12 PUBLICATION POLICY  

 
All unpublished information given to the investigator by the sponsor and the information 
obtained during the conduct of the study are confidential and  shall not be published or disclosed 
to a third party without the prior written approval of the sponsor. 
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13 SPECIAL CONSIDERATION 
 
13.1 Procedures in case of Medical Emergency 

 
In a medical emergency requiring immediate attention, study staff will apply appropriate medical 
intervention, according to current standards of care. Regulatory authorities and IEC will be 
notified of the event(s) when applicable. 
 
13.2 Investigators Responsibilities 

 
The Investigators responsibilities involves the following but not limited to- 
 

• The investigator should be thoroughly familiar with the appropriate use of the IP (s) 
as described in the protocol and in any other information sources provided by the 
sponsor 

• The investigator should be aware of, and should comply with GCP and the other 
applicable regulatory requirements. He / she also should obtain approval for the 
study by the relevant ethics committee.  

• The investigator should permit monitoring and auditing by the sponsor. 
• The investigator should maintain a list of appropriately qualified persons to whom 

the investigator has delegated significant trial related duties  
• Perform all the study related procedures and perform the outcome measurements 
• The investigator should supervise the administration of the study medication and 

the rescue medications in accordance with the randomisation and also maintain the 
drug accountability records. 

• Monitor and record all AE(s), which includes SAE(s), regardless of the severity or 
relationship to IP. 

• Determine the seriousness, relationship, and severity of each event. 
• Determine the onset and resolution dates of each event. 
• Complete an SAE form for each SAE and fax it to the medical monitor within 24 

hours of the study site staff becoming aware of the event. 
• Pursue SAE follow-up information actively and persistently. Follow-up information 

must be reported to the medical monitor within 24 hours of the study site staff 
becoming aware of the information and to IEC within 7 working days. 

• Ensure all AE and SAE reports are supported by documentation in the subject’s 
medical records. 

• Notification of the Ethics Committee must be sent to the Sponsor or designee in a 
timely manner. 

• During and following the subject’s participation in the trial, the investigator should 
ensure that adequate medical care is provided to the participant for any adverse 
events. 
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• The investigator will archive the source documents for a period of atleast 15 years 
after the completion of the study. 

 
13.3  Procedures in case of pregnancy 
 
If a subject becomes pregnant anytime after receiving a study treatment, she must not receive 
additional study treatment and must be discontinued from the study. The subject must be 
followed until the outcome of the pregnancy is known (i.e., delivery, elective termination, or 
spontaneous abortion). If the pregnancy results in the birth of a child, additional follow-up 
information may be requested. 
 
The Investigator must notify MAL within 24 hours of first learning of the occurrence of 
pregnancy using the Pregnancy Notification Form and faxing it to MAL providing as much 
information as possible. The Investigator must notify MAL about reported complications within 
24 hours using the same procedure. Outcome of pregnancy once known by the Investigator must 
also be reported to MAL within 24 hours using the Pregnancy Outcome Form and faxing it to 
MAL. Pregnancy communications will be directed to: 
 

Manipal AcuNova Limited 
          Fax: +91 (0) 80 6691 5719 

  
Please note that pregnancy in and of itself is not an AE or SAE.  Pregnancy should not be entered 
into the CRF as an AE unless the Investigator suspects an interaction between the study 
treatment and contraceptive method.  Pregnancy will be documented as the reason for study 
discontinuation. 
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           Appendix I: Déclaration of Helsinki  
 
 

World Medical Association Declaration of Helsinki: Recommendation guiding 
Medical Doctors in Biomedical Research Involving Human Subjects. 

 
Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964 and amended 
by the 29th WMA General Assembly, Tokyo, Japan, October 1975, 35th WMA General 
Assembly, Venice, Italy, October 1983 and the 41st WMA General Assembly, Hong 
Kong, September 1989, 48th WMA General Assembly, Somerset Wes, Republic of South 
Africa, October 1996 and the 52nd WMA General Assembly, Edinburgh, Scotland, 
October 2000.Note of Clarification on Paragraph 29 added  by the WMA General 
assembly, Washington 2002 
Note of clarification of paragraph 30 added by the WMA General assembly, Tokyo 2004. 
 

A   INTRODUCTION 

 
The world Medical Association has developed the Declaration of Helsinki as a statement 
of ethical principles to provide guidance   to physicians and other participants in medical 
research involving human subjects. Medical research involving human subjects includes 
research on identifiable human materials or identifiable data. 
 
It is the duty of the physician to promote and safeguard the health of the people. The 
physician’s knowledge and conscience are dedicated to the fulfilment of this duty. 
 
The declaration of Geneva of the World Medical Association binds the physician with the 
words, “the health of my patient will be my first consideration,” and the International 
Code for Medical Ethics declaration that, “A physician shall act only in the patient’s 
interest when providing medical care with might have the effect of weakening the 
physical and mental condition of the patient”.  
 
Medical progress is based on research, which ultimately must rest in part on 
experimentation involving human subjects. 
 
In medical research on human subject’s considerations related to the well – being of the 
human subject should take precedence over the interest of science and society. 
 
The primary purpose of medical research involving human subjects is to improve 
prophylactic, diagnostic and therapeutic procedures and the understanding of 
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etiology and pathogenesis of disease. Even the best proven prophylactic, diagnostic, 
and therapeutic methods must continuously be challenged through research for 
their effectiveness, efficiency, accessibility and quality.   

 
In current medical practice and in medical research, most prophylactic, diagnostic and 
therapeutic procedures involve risks and burdens. 
 
Medical research is subject to ethical standards that promote respect for all human beings 
and protect their health and rights. Some research populations are vulnerable and need 
special protection. The particular needs of the economically and medically disadvantaged 
must be recognized. Special attention is also required for those who cannot give or refuse 
consent under duress, for those who will not benefit personally from the research and for 
whom the research is combined with care. 
 
Research Investigators should be aware of the ethical, legal and regulatory requirements 
for research on human subjects in their own countries as well as applicable international 
requirements. No national ethical, legal or regulatory requirement should be allowed to 
reduce or eliminate any of any of the protections for human subjects set fourth in this 
declaration. 
 
B       BASIC PRINCIPLES FOR ALL MEDICAL RESEARCH 
 
 It is the duty of the physician in medical research to protect the life, health, privacy and 
dignity of the human subjects. 
 
Medical research involving human subjects must conform to generally accepted scientific 
principles, be based on a through knowledge of the scientific literature, other relevant 
sources of information, and on adequate laboratory and, where appropriate, animal 
experimentation.  
 
Appropriate caution must be exercised in the conduct of research, which may affect the 
environment, and the welfare of animals used for research must be respected. 
 
The design and performance of each experimental procedure involving human subjects 
should be clearly formulated in an experimental protocol. This protocol should be 
submitted for consideration, comment, guidance and where appropriate, approval to a 
specialty appointed ethical review committee, which must be independent of the 
investigator, the sponsor or any other kind of undue influence. This independent 
committee should be in conformity with the laws and regulations of the country in which 
the research experiment is performed. The committee has the rights to monitor ongoing 
trials. The researcher has the obligation to provide monitoring information to the 
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committee, especially any serious adverse events. The researcher should also submit to 
the committee, for review, information regarding funding, sponsors, institutional 
affiliations, other potential conflicts of interest and incentives for subjects. 

 
The research protocol should always contain a statement of the ethical considerations 
involved and should indicate that there is compliance with the principles enunciated in 
this declaration. 
 
Medical research involving human subjects should be conducted only by scientifically 
qualified person and under the supervision of a clinically competent medical person. The 
responsibility for the human subject must always rest with the medically qualified person 
and never rest on the subject of the research, even though the subject has given consent. 
 
 Every medical research project involving human subjects should be preceded by careful 
assessment of predictable risks and burdens in comparison with foreseeable benefits to 
the subject or to others. This does not preclude the participation of healthy volunteers in 
medical research. The design of all studies should be publicly available. 
 
Physicians should abstain from engaging in research projects involving human subjects 
unless they are confident that   the risk involved have been adequately assessed and cab 
be satisfactorily managed. Physicians should cease any investigation if the risks are found 
to outweigh the potential benefits are or if there is conclusive proof of positive and 
beneficial results. 
 
Medical research involving human subjects only be conducted if the importance of the 
objective outweighs the inherent risks and burdens to the   subject. This is especially 
important when the human subjects are healthy volunteers.  
 
Medical research is only justified if there is a reasonable likelihood that the populations   
in which the research is carried out stand to benefit from the results of the research. 
 
The subjects must be volunteers and informed participants in the research project. 
 
The rights of research subjects to safeguard their integrity must be respected. Every 
precaution should be taken to respect the privacy of the subject, the confidentiality of the 
patient’s information and to minimize the impact of the study on the subject’s physical 
and mental integrity and on the personality of the subject. 
 
In any research on human beings, each potential subject must be adequately   informed of 
the aims, methods, sources of funding, any possible conflicts of interest, institutional 
affiliations of the researcher, the anticipated benefits and potential risks of the study and 
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the discomfort it may entail. The subject should be informed of the right to abstain from 
participation in the study or to withdraw consent to participate at any time without 
reprisal. After ensuring that the subject has understood the information, the physician 
should then obtain the subject’s freely given informed consent, preferably in writing. If 
the consent cannot be obtained in writing, the non – written consent must be formally 
documented and witnessed. 

 
When obtaining informed consent for the research project, the physician should be 
particularly cautious if the subject is in a dependent relation with the physician or may 
consent under duress. In that case the informed consent should be obtained by a well-
informed physician who is not engaged in the investigation and who is completely 
independent of this relationship. 
 
For a research subject who is legally incompetent, physically or mentally incapable of 
giving consent or is a legally incompetent minor, the investigator must obtain informed 
consent form the legally authorized representative in accordance with applicable law. 
These groups should not be included in research unless the research is necessary to 
promote the health of the population represented and this research cannot instead be 
performed on legally competent persons. 
 
When a subject deemed legally incompetent, such as a minor child, is able to give assent 
to decisions about participation in research, the investigator must obtain that assent in 
addition to the consent of the legally authorized representative. 
 
Research on individuals from whom it is not possible to obtain consent, including proxy 
or advance consent, should be done only if the physical/ mental condition that prevents 
obtaining informed consent is a necessary characteristics of the research population. The 
specific reasons for involving research subjects with a condition that renders them unable 
to give informed consent should be stated in the experimental protocol for consideration 
and approval of the review committee. The protocol should state that consent to remain in 
the research should be obtained as soon as possible from the individual or a legally 
authorized surrogate. 
 
Both authors and publishers have ethical obligations. In publication of the results of 
research, the investigators are obliged to preserve the accuracy of the results. Negative as 
well as positive results should be published or otherwise publicly available. Sources of 
funding, institutional affiliations and any possible conflicts of interest should be declared 
in the publication. Reports of experimentation not in accordance with the principles laid 
down in this Declaration should not be accepted for publication. 
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C ADDITIONAL PRINCIPLES FOR MEDICAL RESEARCH COMBINED WITH 
MEDICAL CARE 
 
The physician may combine medical research with medical care, only to the extent that 
he research is justified by its potential prophylactic, diagnostic or therapeutic value. 
When medical research is combined with medical care, additional standards apply to 
protect the patients who are research subjects. 
 
The benefits, risks, burdens and effectiveness of a method should be tested against those 
of the best current prophylactic diagnostic and therapeutic methods. This does not 
exclude the use of placebo Or no treatment, in studies where no proven prophylactic 
diagnostic or therapeutic methods exists. 
 
At the conclusion of the study, every patient entered in to the study should be assured of 
access to the best proven prophylactic diagnostic and therapeutic methods identified by 
the study.  
 
The physician should fully inform the patient which aspects of the care are related to the 
research. The refusal of a patient to participate in a study must never interfere with the 
patient - physician relationship. 
 
In the treatment of a patient, where proven prophylactic diagnostic or therapeutic 
methods do not exit or have been ineffective, the physician, with informed consent from 
the patient, must be free to use unproven or new prophylactic, diagnostic and therapeutic 
measures, if in the physician’s judgment it offers hope of saving life, re-establishing 
health or alleviating suffering. Where possible, this measure should be made the object of 
research, designed to evaluate their safety and efficacy. In all cases, new information 
should be recorded and, where appropriate, published. The other relevant guidelines of 
this Declaration should be followed. 

Note: Note of clarification on paragraph 29 of the WMA Declaration of Helsinki 

The WMA hereby reaffirms its position that extreme care must be taken in making use of 
a placebo-controlled trial and that in general this methodology should only be used in the 
absence of existing proven therapy. However, a placebo-controlled trial may be ethically 
acceptable, even if proven therapy is available, under the following circumstances: 

  - Where for compelling and scientifically sound methodological reasons its use is 
necessary to determine the efficacy or safety of a prophylactic, diagnostic or therapeutic 
method; or  
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  - Where a prophylactic, diagnostic or therapeutic method is being investigated for a 
minor condition and the patients who receive placebo will not be subject to any additional 
risk of serious or irreversible harm.  

All other provisions of the Declaration of Helsinki must be adhered to, especially the 
need for appropriate ethical and scientific review. 

Note: Note of clarification on paragraph 30 of the WMA Declaration of Helsinki 

The WMA hereby reaffirms its position that it is necessary during the study planning 
process to identify post-trial access by study participants to prophylactic, diagnostic and 
therapeutic procedures identified as beneficial in the study or access to other appropriate 
care. Post-trial access arrangements or other care must be described in the study protocol 
so the ethical review committee may consider such arrangements during its review.  
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               Appendix II: Investigator’s Declaration 
 

 
 

INVESTIGATOR’S DECLARATION 
 
 

I, the undersigned declare that I have read and understood this protocol and hereby agree 
to conduct this study in accordance with the design and specific provision of this 
protocol. I will provide copies of this protocol and access to all information furnished by 
sponsor/CRO to study personnel under my supervision. I will discuss this material with 
them to ensure they are fully informed about the study products and study procedures. I 
will let them know that this information is confidential and proprietary to the sponsor and 
that it may not be further disclosed to third parties. I will maintain all information 
supplied by Sponsor/CRO in confidence and, when this information is submitted to an 
Independent/Institutional Ethics Committee (IEC) or another group, it will be submitted 
with a designation that the material is confidential. 
 
I further agree to conduct the study in accordance with all requirements of Indian 
regulatory authority (Schedule Y), Institutional Review Board /Ethic Committee 
regulations, International Conference on Harmonization Guidelines for Good Clinical 
Practices, Declaration of Helsinki by World Medical Association and applicable standard 
operating procedures. I understand that the study may be terminated or enrolment 
suspended at any time by sponsor, with or without cause, or by me if it becomes 
necessary to protect the best interests of the study subjects. 
 
 
 
 
 
_____________________________    __________________ 

 Investigator’s Signature      Date  
 
 
 

_____________________________  
Investigator’s Name 
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                  APPENDIX III: PROHIBITED MEDICATIONS 
 
1. Any medications for pain relief (includes but not limited to NSAIDS, opioid 

analgesics, any topical analgesics – ointments or gels, any Ayurvedic / 
Homeopathic / Over the counter medications) other than the rescue medications 
(Paracetamol – maximum upto 4 gms /day in equal divided doses and Ibuprofen – 
3.2 gms / day in equal divided doses) 

2. Corticosteroids (oral / topical application to the index joint / intramuscular / intra-
articular / intravenous) and hyaluronic acid (intra-articular) during the study 

3. Subjects with any prior history or present usage of usage of steroids (oral / 
intramuscular/ intra-articular / intravenous) or hyaluronic acid (intra – articular) 
for treatment of osteoarthritis or any other medical condition will not be included 
in the study. 

4. Subjects consuming > 150mg/day of aspirin at screening. Subjects consuming ≤ 
150 mg / day aspirin (for non-analgesic indications) should be on a stable dose for 
atleast 30 days prior to screening. 

5. Diabetic subjects with prior usage or concomitant usage of insulin will not be 
included in the study.  

6. Topical application of steroids (for other indications such as dermatitis etc) and 
inhaled steroids are allowed as per Investigator’s discretion. 

 
Few common analgesics and the minimum washout period 

 
Analgesic Half life (hours) Minimum washout period 
Aspirin (> 150 mg) 0.25 2 days 
Capsaicin (cream, ointment, 
patches) 

2.0 2 days 

Codeine 3.5 2 days 
Diclofenac 1.1 2 days 
Diclofenac gel 1.9 2 days 
Etodolac 6.0 2 days 
Flufenamic acid 1.4 2 days 
Hydrocodone 4.5 2 days 
Indomethacin 4.6 2 days 
Ketorolac 4.0 – 9.0 2 days 
Lidocaine patch 2.0 2 days 
Mefenamic acid 2.0 2 days 
Oxycodone 3.2 2 days 
Piroxicam 57.0 12 days 
Sulindac 14 4 days 
Tolmetin 1.0 2 days 
Tramadol 5.9 2 days 
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APPENDIX IV: ACR CRITERIA FOR OSTEOARTHRTIS 

ACR Clinical Classification Criteria for Osteoarthritis of the hip 
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ACR Clinical Classification Criteria for Osteoarthritis of the knee: 
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                          APPENDIX VI: SF – 36 QOL 
 
 
Name:____________________ Date: _______ 
 
Subject ID: _______________       Age: _______                Gender: M / F 
 
Please answer the 36 questions of the Health Survey completely, honestly, and without 
interruptions. 
 
GENERAL HEALTH: 
 
In general, would you say your health is: 

1. Excellent 
2.  Very Good  
3. Good  
4. Fair  
5. Poor 
 

Compared to one year ago, how would you rate your health in general now? 
1. Much better now than one year ago 
2. Somewhat better now than one year ago 
3. About the same 
4. Somewhat worse now than one year ago 
5. Much worse than one year ago 

 
LIMITATIONS OF ACTIVITIES: 
 
The following items are about activities you might do during a typical day. Does your health 
now limit you in these activities? If so, how much? 
 
Vigorous activities, such as running, lifting heavy objects, participating in strenuous 
sports. 

1. Yes, Limited a lot  
2. Yes, Limited a Little  
3. No, Not Limited at all 
 

Moderate activities, such as moving a table, pushing a vacuum cleaner, bowling, or 
playing golf 

1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Lifting or carrying groceries 
1. Yes, Limited a Lot Yes, 
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2. Limited a Little  
3. No, Not Limited at all 
 

Climbing several flights of stairs 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Climbing one flight of stairs 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Bending, kneeling, or stooping 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Walking more than a mile 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Walking several blocks 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Walking one block 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

Bathing or dressing yourself 
1. Yes, Limited a Lot Yes, 
2. Limited a Little  
3. No, Not Limited at all 
 

PHYSICAL HEALTH PROBLEMS: 
 
During the past 4 weeks, have you had any of the following problems with your work or other 
regular daily activities as a result of your physical health? 
 
Cut down the amount of time you spent on work or other activities 

1. Yes  
2. No 



Study ID: MA-CT-10-002                                                               

Version No: 1.0; 10-May-10 

 
 
 

 
 

CONFIDENTIALITY STATEMENT                                    Page 3 of 6 
 
 

This document is confidential and proprietary to Sponsor and Manipal AcuNova Ltd. and is for restricted circulation 
only. No part of it may be transmitted, reproduced, published or used by any person/s without prior written 

authorization. 

 
 

Accomplished less than you would like 
1. Yes  
2. No 

Were limited in the kind of work or other activities 
1. Yes  
2. No 

Had difficulty performing the work or other activities (for example, it took extra effort) 
1. Yes  
2. No 
 

EMOTIONAL HEALTH PROBLEMS: 
 
During the past 4 weeks, have you had any of the following problems with your work or other 
regular daily activities as a result of any emotional problems (such as feeling depressed or 
anxious)? 
Cut down the amount of time you spent on work or other activities 

1. Yes  
2. No 

Accomplished less than you would like 
1. Yes  
2. No 

Didn't do work or other activities as carefully as usual 
1. Yes  
2. No 
 

SOCIAL ACTIVITIES: 
 
Emotional problems interfered with your normal social activities with family, friends, 
neighbors, or groups? 

1. Not at all  
2. Slightly  
3. Moderately  
4. Severe  
5. Very Severe 
 

PAIN: 
 
How much bodily pain have you had during the past 4 weeks? 

1. None  
2. Very Mild  
3. Mild  
4. Moderate  
5. Severe  
6. Very Severe 
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During the past 4 weeks, how much did pain interfere with your normal work 
(including both work outside the home and housework)? 

1. Not at all  
2. A little bit  
3. Moderately  
4. Quite a bit  
5. Extremely 
6.  

ENERGY AND EMOTIONS: 
These questions are about how you feel and how things have been with you during the last 4 
weeks. For each question, please give the answer that comes closest to the way you have 
been feeling. 
Did you feel full of pep? 

1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Have you been a very nervous person? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Have you felt so down in the dumps that nothing could cheer you up? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Have you felt calm and peaceful? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Did you have a lot of energy? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
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6. None of the Time 
Have you felt downhearted and blue? 

1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Did you feel worn out? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Have you been a happy person? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 

Did you feel tired? 
1. All of the time 
2. Most of the time 
3. A good Bit of the Time 
4. Some of the time 
5. A little bit of the time 
6. None of the Time 
7.  

SOCIAL ACTIVITIES: 
During the past 4 weeks, how much of the time has your physical health or emotional 
problems interfered with your social activities (like visiting with friends, relatives, 
etc.)? 

1. All of the time 
2. Most of the time 
3. Some of the time 
4. A little bit of the time 
5. None of the Time 
 

GENERAL HEALTH: 
How true or false is each of the following statements for you? 
I seem to get sick a little easier than other people 

1. Definitely true  
2. Mostly true  
3. Don't know  
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4. Mostly false  
5. Definitely false 

I am as healthy as anybody I know 
1. Definitely true  
2. Mostly true  
3. Don't know  
4. Mostly false  
5. Definitely false 

I expect my health to get worse 
1. Definitely true  
2. Mostly true  
3. Don't know  
4. Mostly false  
5. Definitely false 

My health is excellent 
1. Definitely true  
2. Mostly true  
3. Don't know  
4. Mostly false  
5. Definitely false 
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APPENDIX VII: WOMAC INDEX FOR OSTEOARTHRITIS: 
 
How much difficulty you have had during the last 48 hrs while performing the 
below mentioned tasks?  
 

SCORING 
PARAMETER 

NONE (0) 
SLIGHT 

(1) 
MODERATE 

(2) 
SEVERE 

(3) 
EXTREME 

(4) 
PAIN 

Walking      
Stair Climbing      
Nocturnal      
Rest      
Weight bearing      

STIFFNESS 
Morning stiffness      
Stiffness in the later 
part of the day 

     

PHYSICAL FUNCTION 
Descending stairs      
Ascending stairs      
Rising from sitting      
Standing      
Bending to floor      
Walking on flat      
Getting in & out of car      
Going shopping      
Putting on socks      
Rising from bed      
Taking off socks      
Lying in bed      
Sitting      
Toileting      
Getting on or off bath      
Heavy domestic work      
Light domestic work      

 
Total score =  
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APPENDIX VIII: PATIENT GLOBAL ASSESSMENT FOR 
OSTEOARTHRITIS: 
 
Mark the score you feel most closely describes your current situation: 
 
Considering the ways your osteoarthritis affect you, how are you doing today? 
 

1. Very good – Asymptomatic and no limitations of normal activities 
2. Good – Mild symptoms and no limitations of normal activities 
3. Fair – Moderate symptoms and limitations of  some normal activities 
4. Poor – Severe symptoms and inability to carry out most normal activities 
5. Very poor – Very severe symptoms which is intolerable and inability to carry out 

all normal activities 
 
 



Study ID: MA-CT-10-002                                                               

Version No: 1.0; 10-May-10 

 
 
 

 
 

CONFIDENTIALITY STATEMENT                                    Page 1 of 1 
 
 

This document is confidential and proprietary to Sponsor and Manipal AcuNova Ltd. and is for restricted circulation only. No 
part of it may be transmitted, reproduced, published or used by any person/s without prior written authorization. 

 
 
 

APPENDIX IX: OMERACT OARSI responder index 
 
 

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  
                                                  - Yes 
                                                  - No 
 
 
                                                      OR 
 
2. Improvement in atleast 2 of the 3 of the following 

• Pain ≥ 20% and absolute change of  ≥ 10 
• Function ≥ 20% and absolute change of  ≥ 10 
• Patient’s global assessment ≥ 20% and absolute change of  ≥ 10 
 

                                                 - Yes 
                                                 - No 
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APPENDIX X: Kellgren-Lawrence Radiographic Grading 
Scale of Osteoarthritis  

 
 
 

Grade of Osteoarthritis 
 

Description 
 

0 No radiographic findings of osteoarthritis 
1 Minute osteophytes of doubtful clinical significance 
2 Definite osteophytes with unimpaired joint space 
3 Definite osteophytes with moderate joint space narrowing 

4 
Definite osteophytes with severe joint space narrowing 

and subchondral sclerosis 
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APPENDIX XI: ACR Classification Criteria of Functional 
Status in Rheumatoid Arthritis  
 
 
  

CLASS DESCRIPTION 

Class I Completely able to perform usual activities of daily living (self-care, 

vocational, and avocational) 

Class II: Able to perform usual self-care and vocational activities, but limited 

in avocational activities 

Class III Able to perform usual self-care activities, but limited in vocational 
and avocational activities 
 

Class IV Limited ability to perform usual self-care, vocational, and 
avocational activities 
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                     APPENDIX XII: Laboratory Investigations: 
 
 
 
 

Clinical / Diagnostic Laboratory Tests 
 

Hematology Serum chemistry Urine analysis 

 Hemoglobin 
 Hematocrit  
 Total WBC count 
 Differential WBC 
count 

 Platelet count 
 RBC count.  
 

Liver Function 
tests 

 Total bilirubin 
 S. albumin 
 SGOT 
 SGPT 
 Alkaline 
Phosphatase 

 
 

Renal Function tests 
 BUN 
 Serum Creatinine 

 
 
Electrolytes 

 Sodium 
 Potassium 
 Chloride 

 
 

 Colour  
 Transparency  
 pH 
 Specific gravity 
 Protein 
 Glucose 
 Ketone bodies 
 Bilirubin  
 Blood 
 Nitrite 
 Urobilinogen 
 Microscopic 
examination 

Urine pregnancy Test for females of child bearing potential 
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APPENDIX XII: JNC VII classification of Hypertension:  
 
 
 
 

CATEGORY      Systolic Blood Pressure  
              (mm of Hg) 

Diastolic blood pressure 
               (mm of Hg) 

NORMAL < 120 < 80 
PRE –HYPERTENSION 120-139 80-89 
HYPERTENSION ≥ 140 ≥ 90 
                       - STAGE I 140-159 90-99 
                       - STAGE II ≥ 160 ≥ 100 

 
 
 







 

 

 

 

 

 

 

 

 

 

 APPENDIX 16.1.2 

 

Sample Case Record Form 
 



STUDY MA-CT-10-002

A  RANDOMIZED, DOUBLE BLIND, PARALLEL GROUP, PLACEBO CON-
TROLLED STUDY TO EVALUATE THE SAFETY AND EFFICACY OF ARTHRO-

NAT IN SUBJECTS WITH PAINFUL OSTEOARTHRITIS OF HIPS, KNEES, 
SHOULDERS, NECK OR WRISTS.

Case Report Form

ROWTASHA

                   

                 Site ID        Subject ID

  

   Subject Initials

General Instructions

* Print all responses using BLACK BALLPOINT INK
* In check boxes, enter ‘r’ or ‘a’

* Press firmly so that all 3 pages of the form are legible



SCREENING (V1 / -14 to -1 days)

 Version 1.0 02-Jun-2010            Page 1

PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

INFORMED CONSENT

 Date of Informed Consent :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

DEMOGRAPHIC DATA

 Date of Birth :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Gender :    1   Male   2   Female

 Race :
 1 Indian  2 Caucasian

 3 Other, Specify __________________________

 Weight (kg) :    . 

 Height (cm) :   . 

 Body Mass Index (kg/m2) :   . 

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Medical History page. 
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

PHYSICAL EXAMINATION

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Examination Area Normal
Abnormal Not 

Done
If Abnormal *CS, please 

provide comments**NCS *CS

 General appearance  1  2  3  4

 Skin  1  2  3  4

 H.E.E.N.T  1  2  3  4

 Heart  1  2  3  4

 Lungs  1  2  3  4

 Abdomen  1  2  3  4

 Extremities  1  2  3  4

 Neurological  1  2  3  4

 Musculoskeletal  1  2  3  4

 Lymph Nodes  1  2  3  4

 Genito - Urinary  1  2  3  4

 Other - specify _______________  1  2  3  4

 *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Medical History page. 

ALCOHOL HISTORY

  1  Never consumed alcohol  

  2  Currently consumes alcohol Date started : ___ ___ ___/___ ___ ___ ___ 
(mmm / yyyy)

Duration :   .   years

  3  Formerly consumed alcohol Date stopped : ___ ___ ___/___ ___ ___ ___ 
(mmm / yyyy)

Duration :   .   years
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SITE ID SUBJECT INITIAL SUBJECT ID

OSTEOARTHRITIC HISTORY

 Date of onset of symptoms:  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Date of Diagnosis :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Joints affected 
 (check all that apply) :

 1 Hip  2 Knee  3 Shoulder

 4 Wrist  5 Neck  6 Other, specify : ________________

 Index Joint
 (check only one) :

AREA SIDE

  1 Hip 

 1 Left  2 Right
  2 Knee

  3 Shoulder

  4 Wrist

  5 Neck

 Treatment for OA
 (check all that apply) :

  0 NA   1 Corticosteroids   2 Hyaluronic Acid

  3 NSAIDs   4 Other

  If Corticosteroid or Hyaluronic Acid is checked, please provide all details in the Prior Concomitant Medication page and          
  exclude the subject from the study.
  If NSAIDs or Other is checked, please provide the details in Prior Concomitant Medication page.

SMOKING HISTORY

  1  Non smoker

  2  Smoker, Date started : ___ ___ ___/___ ___ ___ ___ 
(mmm / yyyy)

Duration :   .   years

  3  Ex-smoker, Date stopped : ___ ___ ___/___ ___ ___ ___ 
(mmm / yyyy)

Duration :   .   years
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SCREENING (V1 / -14 to -1 days)

MEDICAL AND SURGICAL HISTORY

 Does the subject have any past or ongoing medical / surgical history?  1 Yes    2 No   If ‘Yes’, please provide details below :

Description Start Date
(dd / mmm / yyyy)

Stop Date
(dd / mmm / yyyy) Ongoing Any Past/Ongoing 

medications recorded?

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

 *If past / ongoing medication is recorded, then please provide details in Prior Concomitant Medication page.

  1 Check this box if supplementary page is used.
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SITE ID SUBJECT INITIAL SUBJECT ID

REPRODUCTIVE STATUS (only in case of female subject)

 Is the subject a female of child bearing potential?  
  1   Yes   2   No

 If Yes; please provide the details below (check only one) and the Urine Pregnancy Test                         

  1 Surgically sterile      

Date of Last 
Menstrual Period :

___ ___/___ ___ ___/___ ___ ___ ___ 
(dd / mmm / yyyy)

  2 Oral contraceptive pills                  

  3 Injectable / Implantable hormonal       

  4 Intra Uterine Devices                                

  5 Double barrier method                              

  6
Natural Method,          
specify ___________________________                           

  7 Others, specify _____________________

 If No; please provide the details below.

  1 Post Menopausal                                         
Date of Last 

Menstrual Period :
___ ___/___ ___ ___/___ ___ ___ ___ 

(dd / mmm / yyyy)

  2 Hysterectomy and/or B/L Oopherectomy    Date of surgery : ___ ___/___ ___ ___/___ ___ ___ ___ 
(dd / mmm / yyyy)

URINE PREGNANCY TEST

 0  NA (for Male subjects)

 Was Urine Pregnancy Test performed?   1  Yes   2  No

If No, reason :  ________________________________________________

 If Yes, please provide details:

 Date of Urine Pregnancy Test :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Result of Urine Pregnancy Test :   1  Positive     2  Negative

 NOTE: If the result of pregnancy test is positive, please exclude the subject from the study.
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

HEMATOLOGY

 Were Hematology tests performed?   1  Yes   2  No

If No, reason :  ____________________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  __________________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Haemoglobin (gm %)  1  2  3

 Haematocrit (%)  1  2  3

 Total WBC Count (cells/cumm)  1  2  3

 Differential count

 Neutrophils (%)  1  2  3

 Lymphocytes (%)  1  2  3

 Eosinophils (%)  1  2  3

 Monocytes (%)  1  2  3

 Basophils (%)  1  2  3

 Platelet Count (/cumm)  1  2  3

 RBC count (millions/cumm)  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Medical History page.
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SITE ID SUBJECT INITIAL SUBJECT ID

SERUM BIOCHEMISTRY

 Were Serum Biochemistry tests performed?   1  Yes   2  No

If No, reason :  _______________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  _______________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Total bilirubin (mg/dl)  1  2  3

 S. albumin (gm/dl)  1  2  3

 SGOT (IU/L)  1  2  3

 SGPT (IU/L)  1  2  3

 Alkaline Phosphatase (U/L)  1  2  3

 BUN (mg/dl)  1  2  3

 Serum Creatinine (mg/dl)  1  2  3

 Sodium (MEq/l)  1  2  3

 Potassium (MEq/l)  1  2  3

 Chloride (MEq/l)  1  2  3

 Calcium (mg/dl)  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Medical History page.
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

URINE ANALYSIS

 Were Urine analysis tests performed?   1  Yes   2  No

 If No, reason : _______________________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  ______________________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Colour  1  2  3

 Transparency  1  2  3

 pH  1  2  3

  Specific gravity  1  2  3

 Protein  1  2  3

 Glucose  1  2  3

 Ketone bodies  1  2  3

 Bilirubin  1  2  3

 Blood  1  2  3

 Nitrite  1  2  3

 Urobilinogen  1  2  3

Microscopic 
examination

 RBC’s (/hpf)  1  2  3

 PUS Cells (/hpf)  1  2  3

 Epithelial (/hpf)  1  2  3

 Casts  1  2  3

 Crystals  1  2  3

Anyother  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Medical History page.
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

X-RAY OF THE INDEX JOINT

 Was X-ray of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, please provide the appropriate grading (check only one) as per Kellgren-Lawrence Radiographic Grading Scale of 
  Osteoarthritis:  

Grade of Osteoarthritis DESCRIPTION

 0 No radiographic findings of osteoarthritis

 1 Minute osteophytes of doubtful clinical significance

 2 Definite osteophytes with unimpaired joint space

 3 Definite osteophytes with moderate joint space narrowing

 4 Definite osteophytes with severe joint space narrowing and subchondral sclerosis

  If Grade 4 is checked, please exclude the subject from the study.

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

 0 NA REVIEW OF ACR CRITERIA FOR OA OF HIP AND KNEE

  Was the ACR criteria for OA of hip and knee reviewed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 Was the ACR criteria for OA of hip and knee fulfilled?   1 Yes   2  No

 If No, please exclude the subject from the study. 
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________

ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS

  Was the ACR classification criteria of functional status in RA done?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, please provide the appropriate class (check only one)

CLASS DESCRIPTION

   1  Class I 
Completely able to perform usual activities of daily living (self-care, vocational, and avoca-
tional)

   2  Class II Able to perform usual self-care and vocational activities, but limited in avocational activities

   3  Class III Able to perform usual self-care activities, but limited in vocational and avocational activities

   4  Class IV Limited ability to perform usual self-care, vocational, and avocational activities

  If class IV is checked, please exclude the subject from the study.



SCREENING (V1 / -14 to -1 days)

 Version 1.0 02-Jun-2010            Page 11

PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

DISPENSING OF SUBJECT DIARY

 Was the subject diary dispensed?   1 Yes   2  No

 If No, specify reason : ___________________________________________________________________________

RUN-IN PERIOD MEDICATIONS DISPENSING

 Were the Run-in medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Total No. of Run-in medications dispensed  

RESCUE MEDICATIONS DISPENSING

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol  0  NA Second Line - Ibuprofen

 Total No. of tablets dispensed  Total No. of tablets dispensed



SCREENING (V1 / -14 to -1 days)
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

Sl. No. INCLUSION CRITERIA YES NO NA

1 Male and female patients ≥ 18 yrs of age in general good health  1  2

2

A previously diagnosed (atleast 3 months prior to the screening visit) case of       
osteoarthritis of hip,  knees based on  the ACR Clinical Classification criteria  for 
osteoarthritis or a previously diagnosed (atleast 3 months prior to screening visit) 
case on shoulders, neck and wrists based on the clinical and radiographic find-
ings.

 1  2

3 Subjects must be experiencing significant arthritic pain confirmed by:

3a.  Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip and 
  knee)  1  2

3b*.  Baseline VAS score of  ≥ 4  1  2

4
Subject must  be  willing  to  discontinue  all  the  pain medications  before  starting 
the study drug except the rescue medications (Paracetamol or ibuprofen) for the      
entire duration of the study.

 1  2

5 Female subjects must fulfil any one of the following criteria:  

will be considered to be of non-child bearing potential if she has undergone • 
hysterectomy and/or bilateral Oopherectomy or if she has attained menopause 
(amenorrhea for the last consecutive 12 months)

 1  2  3

If she is of child bearing potential – she must not be pregnant (negative urine • 
pregnancy test at screening) or lactating or planning to become pregnant    
during the study duration. She must remain be abstinent or use adequate con-
traception [oral contraceptives; contraceptive patches/rings/implants/injected; 
Norplant®; Depo-Provera®; barrier methods (e.g., condom and spermicide); 
IUD]

 1  2  3

6
All male subjects must agree that they or their female spouses / partners will use 
adequate contraception or should remain sexually inactive throughout the study or 
their spouse / partner must be of non – child bearing potential

 1  2  3

7 Subjects must demonstrate their willingness to participate in the study and comply 
with the study procedures and required visits.  1  2

8 Have the ability  to understand and sign a written  informed consent  form, which 
must be completed prior to study specific tasks being performed.   1  2

9 Must be willing  to authorize use and disclosure of protected health  information 
collected for the study.  1  2

 *Please provide the appropriate response at the end of Baseline (V2) Visit.
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

Sl. No. EXCLUSION CRITERIA YES NO NA

1

Subject with history of disease which may  involve  the  index  joint  including but not 
limited  to  rheumatoid arthritis, any  inflammatory  joint disease, metabolic bone dis-
ease (gout, pseudo gout etc), bone tumours, joint infections (reactive arthritis, septic    
arthritis), avascular necrosis (especially of neck of femur), neuropathic disorders etc. 

 1  2

2
Any history of trauma or surgery to the index joint (joint under the study) or any 
planned surgery (diagnostic or therapeutic intervention) to the index joint during the 
participation in the study

 1  2

3 Subjects belonging to Functional class IV as per the ACR criteria for functional          
status  1  2

4* Radiographic evidence of grade 4 osteoarthritis based on the Kellgren and Lawrence 
radiographic criteria for osteoarthritis  1  2

5*
Any obvious bony deformity or enlargement (including bony enlargement as per       
radiography, joint effusion etc) or any signs of acute inflammation of the joint due to  
arthritis 

 1  2

6 Subject with history of any severe painful condition which requires the use of regular 
analgesia and confound the  self assessments of pain caused by osteoarthritis  1  2

7 Any previous use of corticosteroids (oral or parentral), hyaluronic acid (intra-articular) 
for the treatment of osteoarthritis or any other medical condition.  1  2

8* Use  of  prohibited  medications  for  duration  as  specified  in  the  protocol  prior  to          
baseline  1  2

9
Subjects consuming > 150mg/day of aspirin at screening. Subjects consuming ≤ 150 
mg / day aspirin (for non-analgesic indications) should be on a stable dose for atleast 
30 days prior to screening.

 1  2

10*

Subjects  with  significant  medical  conditions  –  chronic  liver  disease  (AST  / ALT  ≥ 
3xUNL or total bilirubin ≥ 2xUNL), renal disease (creatinine ≥ 1.5xUNL ), significant 
cardiovascular or pulmonary disorder, severe hypertension (as per JNC VII classifi-
cation – refer appendix XIII), HIV positive (by history), Hep B or Hep C positive (by 
history), any significant neurological and psychiatric disease (which may affect  the 
participation and inference of endpoint of the study)

 1  2

11 Subjects with uncontrolled diabetes mellitus  complicated with diabetic  neuropathy, 
diabetics with prior history or concomitant usage of insulin  1  2

12 Any previous history of alcohol abuse or any drug abuse  1  2

13

Patients who have any other disease or condition, or are using any medication, that 
in  the  judgment  of  the  investigator  would  put  the  patient  at  unacceptable  risk  for          
participation in the study or may interfere with evaluations in the study or noncompli-
ance with treatment or visits.

 1  2

14* Patients who have participated in a study of an investigational drug 30 days prior to 
the baseline  1  2

15 Any history or evidence of allergy to fish or any fish products in the past  1  2

16 Patients who are unable to comply with study requirements.  1  2

 *Please provide the appropriate response at the end of Baseline (V2) Visit.
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SCREENING (V1 / -14 to -1 days)

PRIOR CONCOMITANT MEDICATION

 Does the subject have any Prior Concomitant Medication?    1  Yes      2  No   If Yes, please record the details below :

Medication Indication Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

Ongo-
ing

Total Daily 
Dose Units Frequency Route

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

 
If 12, Specify
_________

 Unit : 1 - gm,  2 - mg,  3 - µg,  4 - ml,  5 - IU,  6 - TAB,  7 - Other

 Frequency : 1 - Once a day-QD / OD; 2 - Two times a day-BID; 3 - Three times a day-TID; 4 - Four times a day-QID; 5 - As and when required-PRN / SOS; 6 - Other

 Route : 1 - Oral; 2 - Subcutaneous; 3 - Intramuscular; 4 - Intravenous; 5 - Transdermal; 6 - Vaginal; 7 - Inhalation; 8 - Topical; 9 - Sublingual; 10 - Nasal; 11 - Conjunctival; 12 - Other

 Please use supplementary pages, if necessary. *Record individual  components if combination drug has been          
 taken.   1 Check this box if supplementary page is used.
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

RANDOMIZATION

 Randomization ID :  

 Date of Randomization :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

REVIEW OF RUN-IN PERIOD MEDICATIONS COMPLIANCE

 Total No. of Run-in medications lost  

 Total No. of Run-in medications returned  

 Total No. of Run-in medications consumed
 

 Percentage Run-in medications compliance
  .  %

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.

 0 NA REVIEW OF ACR CRITERIA FOR OA OF HIP AND KNEE

 Was the ACR criteria for OA of hip and knee reviewed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 Was the ACR criteria for OA of hip and knee fulfilled?   1 Yes   2  No

 If No, please exclude the subject from the study. 
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

RESCUE MEDICATIONS RETRIEVAL AND DISPENSING

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol NA Second Line - Ibuprofen

 Total No. of tablets returned from the 
 prior visit  0

Total No. of tablets returned from the 
prior visit

 Total No. of tablets lost from the prior 
 visit  0

Total No. of tablets lost from the prior 
visit

 Total No. of tablets consumed from the 
 prior visit  0

Total No. of tablets consumed from 
the prior visit

 Total No. of tablets dispensed in this 
 visit  0

Total No. of tablets dispensed in this 
visit

REVIEW AND RETRIEVAL OF SUBJECT DIARY

 Was subject diary reviewed and retrieved?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

 Was subject diary for the next visit dispensed?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

DISPENSING OF STUDY MEDICATION

 Was the study medication dispensed to the subject?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

  If Yes, Please provide details below.

 Total No. of study medications dispensed  

 First study medication administration date  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)



BASELINE (V2 DAY 0)

 Version 1.0 02-Jun-2010            Page 18

PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

ADVERSE EVENTS CHECK
 Did the subject experience any new Adverse Events since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Adverse Events page.

CONCOMITANT MEDICATION CHECK
 Did the subject take any other new Concomitant Medications since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Concomitant Medication page.



 Version 1.0 02-Jun-2010            Page 19

PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

SCREEN FAILURE FORM

 Visit :   1  Screening Visit    2  Baseline V2

 Is the subject eligible to continue in the study?       1  Yes   2  No

 If No, please provide the reason below (check all that apply):

 1 Subject does not meet Inclusion Criteria,  specify No. (s)  _________________________________________

 2 Subject meets Exclusion Criteria,  specify No. (s) _________________________________________

 3 Other,  specify _______________________________________________

INVESTIGATOR’S SIGNATURE

 Investigator’s Name :  _________________________________________

 Investigator’s Signature :  
_________________________________________

 Date of Signature :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

REVIEW AND RETRIEVAL OF SUBJECT DIARY

 Was subject diary reviewed and retrieved?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

 Was subject diary for the next visit dispensed?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

OMERACT - OARSI RESPONDER INDEX

 Was the OMERACT - OARSI Index assessed?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

  If Yes, Please provide details below.

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  1  Yes   2  No

OR

2. Improvement in atleast 2 of the 3 of the following

Pain ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Function ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Patient’s global assessment ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

RESCUE MEDICATIONS RETRIEVAL AND DISPENSING

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol NA Second Line - Ibuprofen

 Total No. of tablets returned from the 
 prior visit  0

Total No. of tablets returned from the 
prior visit

 Total No. of tablets lost from the prior 
 visit  0

Total No. of tablets lost from the prior 
visit

 Total No. of tablets consumed from the 
 prior visit  0

Total No. of tablets consumed from 
the prior visit

 Total No. of tablets dispensed in this 
 visit  0

Total No. of tablets dispensed in this 
visit
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

DISPENSING OF STUDY MEDICATION

 Was the study medication dispensed to the subject?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

  If Yes, Please provide details below.

 Total No. of study medications dispensed  

REVIEW OF COMPLIANCE

 Total No. of study medications returned from the prior visit  

 Total No. of study medications lost from the prior visit  

 Total No. of study medication consumed from the prior visit  

 Percentage study medications compliance   .  %

ADVERSE EVENTS CHECK
 Did the subject experience any new Adverse Events since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Adverse Events page.

CONCOMITANT MEDICATION CHECK
 Did the subject take any other new Concomitant Medications since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Concomitant Medication page.
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIAL SUBJECT ID

REVIEW AND RETRIEVAL OF SUBJECT DIARY

 Was subject diary reviewed and retrieved?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

 Was subject diary for the next visit dispensed?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________
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SITE ID SUBJECT INITIAL SUBJECT ID

OMERACT - OARSI RESPONDER INDEX

 Was the OMERACT - OARSI Index assessed?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

  If Yes, Please provide details below.

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  1  Yes   2  No

OR

2. Improvement in atleast 2 of the 3 of the following

Pain ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Function ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Patient’s global assessment ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

RESCUE MEDICATIONS RETRIEVAL AND DISPENSING

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol NA Second Line - Ibuprofen

 Total No. of tablets returned from the 
 prior visit  0

Total No. of tablets returned from the 
prior visit

 Total No. of tablets lost from the prior 
 visit  0

Total No. of tablets lost from the prior 
visit

 Total No. of tablets consumed from the 
 prior visit  0

Total No. of tablets consumed from 
the prior visit

 Total No. of tablets dispensed in this 
 visit  0

Total No. of tablets dispensed in this 
visit
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

DISPENSING OF STUDY MEDICATION

 Was the study medication dispensed to the subject?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

  If Yes, Please provide details below.

 Total No. of study medications dispensed  

REVIEW OF COMPLIANCE

 Total No. of study medications returned from the prior visit  

 Total No. of study medications lost from the prior visit  

 Total No. of study medication consumed from the prior visit  

 Percentage study medications compliance   .  %

ADVERSE EVENTS CHECK
 Did the subject experience any new Adverse Events since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Adverse Events page.

CONCOMITANT MEDICATION CHECK
 Did the subject take any other new Concomitant Medications since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Concomitant Medication page.
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

REVIEW AND RETRIEVAL OF SUBJECT DIARY

 Was subject diary reviewed and retrieved?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

 Was subject diary for the next visit dispensed?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________
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SITE ID SUBJECT INITIAL SUBJECT ID

OMERACT - OARSI RESPONDER INDEX

 Was the OMERACT - OARSI Index assessed?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

  If Yes, Please provide details below.

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  1  Yes   2  No

OR

2. Improvement in atleast 2 of the 3 of the following

Pain ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Function ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Patient’s global assessment ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

RESCUE MEDICATIONS RETRIEVAL AND DISPENSING

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol NA Second Line - Ibuprofen

 Total No. of tablets returned from the 
 prior visit  0

Total No. of tablets returned from the 
prior visit

 Total No. of tablets lost from the prior 
 visit  0

Total No. of tablets lost from the prior 
visit

 Total No. of tablets consumed from the 
 prior visit  0

Total No. of tablets consumed from 
the prior visit

 Total No. of tablets dispensed in this 
 visit  0

Total No. of tablets dispensed in this 
visit
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

DISPENSING OF STUDY MEDICATION

 Was the study medication dispensed to the subject?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

  If Yes, Please provide details below.

 Total No. of study medications dispensed  

REVIEW OF COMPLIANCE

 Total No. of study medications returned from the prior visit  

 Total No. of study medications lost from the prior visit  

 Total No. of study medication consumed from the prior visit  

 Percentage study medications compliance   .  %

ADVERSE EVENTS CHECK
 Did the subject experience any new Adverse Events since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Adverse Events page.

CONCOMITANT MEDICATION CHECK
 Did the subject take any other new Concomitant Medications since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Concomitant Medication page.
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

 Date of Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 Was Orthopaedic examination of the Index joint performed?   1 Yes   2  No

 If No, specify reason : _____________________________________________________________________________

 If Yes, Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

VITAL SIGNS

 Sitting position after a 5-minute rest

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.

DEMOGRAPHIC DATA

 Weight (kg) :    . 

 Body Mass Index (kg/m2) :   . 
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

PHYSICAL EXAMINATION

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

Examination Area Normal
Abnormal Not 

Done
If Abnormal *CS, please 

provide comments**NCS *CS

 General appearance  1  2  3  4

 Skin  1  2  3  4

 H.E.E.N.T  1  2  3  4

 Heart  1  2  3  4

 Lungs  1  2  3  4

 Abdomen  1  2  3  4

 Extremities  1  2  3  4

 Neurological  1  2  3  4

 Musculoskeletal  1  2  3  4

 Lymph Nodes  1  2  3  4

 Genito - Urinary  1  2  3  4

 Other - specify _______________  1  2  3  4

 *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page. 

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

HEMATOLOGY

 Were Hematology tests performed?   1  Yes   2  No

If No, reason :  ____________________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  __________________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Haemoglobin (gm %)  1  2  3

 Haematocrit (%)  1  2  3

 Total WBC Count (cells/cumm)  1  2  3

 Differential count

 Neutrophils (%)  1  2  3

 Lymphocytes (%)  1  2  3

 Eosinophils (%)  1  2  3

 Monocytes (%)  1  2  3

 Basophils (%)  1  2  3

 Platelet Count (/cumm)  1  2  3

 RBC count (millions/cumm)  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

SERUM BIOCHEMISTRY

 Were Serum Biochemistry tests performed?   1  Yes   2  No

If No, reason :  _______________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  _______________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Total bilirubin (mg/dl)  1  2  3

 S. albumin (gm/dl)  1  2  3

 SGOT (IU/L)  1  2  3

 SGPT (IU/L)  1  2  3

 Alkaline Phosphatase (U/L)  1  2  3

 BUN (mg/dl)  1  2  3

 Serum Creatinine (mg/dl)  1  2  3

 Sodium (MEq/l)  1  2  3

 Potassium (MEq/l)  1  2  3

 Chloride (MEq/l)  1  2  3

 Calcium (mg/dl)  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.
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SITE ID SUBJECT INITIAL SUBJECT ID

URINE ANALYSIS

 Were Urine analysis tests performed?   1  Yes   2  No

 If No, reason : _______________________________________________________________

 If Yes, please provide the following details.

 Date of Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Was retest performed?   1  Yes   2  No

 If Yes, reason :  ______________________________________________________________

 Date of Retest Sample Collection :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

  Record details of the lab tests below :   

Lab Tests Value Normal
Abnormal If Abnormal *CS, please 

provide comments**NCS *CS

 Colour  1  2  3

 Transparency  1  2  3

 pH  1  2  3

 Specific gravity  1  2  3

 Protein  1  2  3

 Glucose  1  2  3

 Ketone bodies  1  2  3

 Bilirubin  1  2  3

 Blood  1  2  3

 Nitrite  1  2  3

 Urobilinogen  1  2  3

Microscopic 
examination

 RBC’s (/hpf)  1  2  3

 PUS Cells (/hpf)  1  2  3

 Epithelial (/hpf)  1  2  3

 Casts  1  2  3

 Crystals  1  2  3

Anyother  1  2  3

 *CS-Clinically Significant. **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page.
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SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

  If No, specify reason : _____________________________________________________________________________

REVIEW AND RETRIEVAL OF SUBJECT DIARY

 Was subject diary reviewed and retrieved?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

 Was subject diary for the next visit dispensed?   1  Yes   2  No

 If No, specify reason : ___________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

 If No, specify reason : _____________________________________________________________________________
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PROTOCOL NO.
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SITE ID SUBJECT INITIAL SUBJECT ID

OMERACT - OARSI RESPONDER INDEX

 Was the OMERACT - OARSI Index assessed?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

  If Yes, Please provide details below.

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  1  Yes   2  No

OR

2. Improvement in atleast 2 of the 3 of the following

Pain ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Function ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Patient’s global assessment ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

RESCUE MEDICATIONS RETRIEVAL

 Were the rescue medications dispensed to the subject?   1  Yes   2  No

  If No, specify reason : _____________________________________________________________________________

 If Yes, Please provide details below.

 Date :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

First Line - Paracetamol NA Second Line - Ibuprofen

 Total No. of tablets returned from the 
 prior visit  0

Total No. of tablets returned from the 
prior visit

 Total No. of tablets lost from the prior 
 visit  0

Total No. of tablets lost from the prior 
visit

 Total No. of tablets consumed from the 
 prior visit  0

Total No. of tablets consumed from 
the prior visit

 Total No. of tablets dispensed in this 
 visit  0

Total No. of tablets dispensed in this 
visit
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SITE ID SUBJECT INITIAL SUBJECT ID

REVIEW OF COMPLIANCE

 Total No. of study medications returned from the prior visit  

 Total No. of study medications lost from the prior visit  

 Total No. of study medication consumed from the prior visit  

 Percentage study medications compliance   .  %

ADVERSE EVENTS CHECK
 Did the subject experience any new Adverse Events since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Adverse Events page.

CONCOMITANT MEDICATION CHECK
 Did the subject take any other new Concomitant Medications since last visit?  1 Yes  2  No

 NOTE : If ‘Yes’, please fill the relevant details in the Concomitant Medication page.



PROTOCOL NO.
MA-CT-10-002

SITE ID SUBJECT INITIALS SUBJECT ID

 Version 1.0 02-Jun-2010            Page 40

CONCOMITANT MEDICATION

 Has the subject taken any Concomitant Medications?   1  Yes      2  No   If Yes, please record the details below :

*Visit Medication Indication Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

On-
going

Total 
Daily 
Dose

Units Frequency Route

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

 
If 12, Specify
_________

 *Visit : 1 - Baseline (V2);  2 - Week 1 (V3);  3 - Week 2 (V4);  4 - Week 3 (V5);  5 - Week 4 (V6) 

 Unit : 1 - gm,  2 - mg,  3 - µg,  4 - ml,  5 - IU,  6 - TAB,  7 - Other

 Frequency : 1 - Once a day-QD / OD; 2 - Two times a day-BID; 3 - Three times a day-TID; 4 - Four times a day-QID; 5 - As and when required-PRN / SOS; 6 - Other

 Route : 1 - Oral; 2 - Subcutaneous; 3 - Intramuscular; 4 - Intravenous; 5 - Transdermal; 6 - Vaginal; 7 - Inhalation; 8 - Topical; 9 - Sublingual; 10 - Nasal; 11 - Conjunctival; 12 - Other

 Please use supplementary pages, if necessary. *Record individual  components if combination drug has been          
 taken.   1 Check this box if supplementary page is used.
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ADVERSE EVENTS

 Has the subject experienced any Adverse Event?   1  Yes     2  No   If Yes, please record the details below :

Visit Adverse Event Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

Ongo-
ing

Sever-
ity Outcome Action 

taken
Relation-

ship SAE

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

 Severity :  1 - Mild;  2 - Moderate;  3 - Severe;   Relationship :  1 - Unrelated;   2 - Remote/Unlikely;   3 - Possible;   4 - Probable;   5 - Definite    

 Action taken :  1 - None;  2 - Led to exclusion / termination of patient’s participation in the trial;  3 - Concomitant medication;  4 - Temporary interruption of the study 
         medication;  5 - Other;

 Outcome :  1 - Recovered;  2 - Under treatment/ observation; 3 - Residual effects/sequelae;  4 - Unknown/Lost to follow up; 5 - Death;  6 - Other

 SAE :  1 - Death;  2 - Life threatening experience; 3 - Requires/prolongs in-patient hospitalization;  4 - Persistent/Significant disability/incapacity; 5 - Congenital anomaly / birth 
     defect;  6 - Other medically important condition

 
   

 1 Check this box if supplementary page is used.
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 0  NA 

INVESTIGATOR’S COMMENTS

VISIT NO. DATE 
(dd / mmm / yyyy) COMMENTS

 1 Check this box if supplementary page is used.
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SITE ID SUBJECT INITIAL SUBJECT ID

INVESTIGATOR’S STATEMENT

 I certify that I have carefully examined all the entries contained in this Case Report Form. All information entered by 
 my colleagues or myself is, to the best of my knowledge, complete and correct as of the date below

 Principal Investigator Date of Signature 

 Name :     ____________________________________
 ___ ___/___ ___ ___/___ ___ ___ ___ 

(dd / mmm / yyyy) Signature :  ____________________________________

EARLY WITHDRAWAL / END OF STUDY FORM

 Did the subject complete the study?      1 Yes      2  No

 Date of Study Completion / Withdrawal  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 If the subject did not complete the study, what was the primary reason for non-completion? (please check only one) 

 1 Death,  Date of Death :   ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 2 Pregnancy

 3 Lost to follow up / failed to return

 4 Adverse event, specify : ______________________________________

 5 Subject withdrew consent, specify : ______________________________________

 6 Non compliance of the subject, specify : ______________________________________

 7 Lack of efficacy of the study medication, specify : ______________________________________

 8 Protocol violation, specify : ______________________________________

 9 Withdrawal of subject as per Investigator’ discretion, specify : ______________________________________

 10 As Sponsor request for withdrawal of subject, specify : ______________________________________

 11 Other, specify : ______________________________________
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MEDICAL AND SURGICAL HISTORY (Continued)

Description Start Date
(dd / mmm / yyyy)

Stop Date
(dd / mmm / yyyy) Ongoing Any Past/Ongoing 

medications recorded?

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

 *If past / ongoing medication is recorded, then please provide details in Prior Concomitant Medication page.

  1 Check this box if supplementary page is used.
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PRIOR CONCOMITANT MEDICATION (Continued)

Medication Indication Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

Ongo-
ing

Total Daily 
Dose Units Frequency Route

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

 
If 12, Specify
_________

 Unit : 1 - gm,  2 - mg,  3 - µg,  4 - ml,  5 - IU,  6 - TAB,  7 - Other

 Frequency : 1 - Once a day-QD / OD; 2 - Two times a day-BID; 3 - Three times a day-TID; 4 - Four times a day-QID; 5 - As and when required-PRN / SOS; 6 - Other

 Route : 1 - Oral; 2 - Subcutaneous; 3 - Intramuscular; 4 - Intravenous; 5 - Transdermal; 6 - Vaginal; 7 - Inhalation; 8 - Topical; 9 - Sublingual; 10 - Nasal; 11 - Conjunctival; 12 - Other

 Please use supplementary pages, if necessary. *Record individual  components if combination drug has been          
 taken.   1 Check this box if supplementary page is used.
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CONCOMITANT MEDICATION (Continued)

*Visit Medication Indication Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

On-
going

Total 
Daily 
Dose

Units Frequency Route

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

If 12, Specify
_________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 7, Specify
__________

 
If 6, Specify
_________

 
If 12, Specify
_________

 *Visit : 1 - Baseline (V2);  2 - Week 1 (V3);  3 - Week 2 (V4);  4 - Week 3 (V5);  5 - Week 4 (V6) 

 Unit : 1 - gm,  2 - mg,  3 - µg,  4 - ml,  5 - IU,  6 - TAB,  7 - Other

 Frequency : 1 - Once a day-QD / OD; 2 - Two times a day-BID; 3 - Three times a day-TID; 4 - Four times a day-QID; 5 - As and when required-PRN / SOS; 6 - Other

 Route : 1 - Oral; 2 - Subcutaneous; 3 - Intramuscular; 4 - Intravenous; 5 - Transdermal; 6 - Vaginal; 7 - Inhalation; 8 - Topical; 9 - Sublingual; 10 - Nasal; 11 - Conjunctival; 12 - Other

 Please use supplementary pages, if necessary. *Record individual  components if combination drug has been          
 taken.   1 Check this box if supplementary page is used.
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ADVERSE EVENTS (Continued)

Visit Adverse Event Start Date
(dd / mmm / yyyy)

End Date
(dd / mmm / yyyy)

Ongo-
ing

Sever-
ity Outcome Action 

taken
Relation-

ship SAE

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
 

If 6, Specify
__________

 
If 5, Specify

__________

 
SAE Criteria

__________

 Severity :  1 - Mild;  2 - Moderate;  3 - Severe;   Relationship :  1 - Unrelated;   2 - Remote/Unlikely;   3 - Possible;   4 - Probable;   5 - Definite    

 Action taken :  1 - None;  2 - Led to exclusion / termination of patient’s participation in the trial;  3 - Concomitant medication;  4 - Temporary interruption of the study 
         medication;  5 - Other;

 Outcome :  1 - Recovered;  2 - Under treatment/ observation; 3 - Residual effects/sequelae;  4 - Unknown/Lost to follow up; 5 - Death;  6 - Other

 SAE :  1 - Death;  2 - Life threatening experience; 3 - Requires/prolongs in-patient hospitalization;  4 - Persistent/Significant disability/incapacity; 5 - Congenital anomaly / birth 
     defect;  6 - Other medically important condition

 
   

 1 Check this box if supplementary page is used.
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INVESTIGATOR’S COMMENTS (Continued)

VISIT NUMBER DATE 
(dd / mmm / yyyy) COMMENTS

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

___ ___/___ ___ ___/___ ___ ___ ___

 1 Check this box if supplementary page is used.
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QUESTIONNAIRES

                   

                 Site ID        Subject ID

  

   Subject Initials

VISIT 

 1 SCREENING (V1 / -14 to -1 days)

 2 BASELINE (V2 DAY 0)

 3 WEEK 1 (V3)

 4 WEEK 2 (V4)

 5 WEEK 3 (V5)

 6 WEEK 4 (V6)

 7 UNSCHEDULED VISIT

Date of Visit : ___ ___/___ ___ ___/___ ___ ___ ___ 
                (dd / mmm / yyyy)
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VISUAL ANALOGUE SCALE FOR PAIN

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Score :   .  mm

PATIENT GLOBAL ASSESSMENT OF OA

 Mark the score you feel most closely describes your current situation (Check only one):

 1 Very good – Asymptomatic and no limitations of normal activities

 2 Good – Mild symptoms and no limitations of normal activities

 3 Fair – Moderate symptoms and limitations of  some normal activities

 4 Poor – Severe symptoms and inability to carry out most normal activities

 5 Very poor – Very severe symptoms which is intolerable and inability to carry out all normal activities
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SF - 36 QOL

 GENERAL HEALTH

1.

In general, would you say your health is:

   1 Excellent    4 Fair

   2 Very Good    5 Poor

   3 Good

2.

Compared to one year ago, how would you rate your health in general now?

   1 Much better now than one year ago    4 Somewhat worse now than one year ago

   2 Somewhat better now than one year ago    5 Much worse than one year ago

   3 About the same  

LIMITATIONS OF ACTIVITIES
 The following items are about activities you might do during a typical day. Does your health now limit you in these              
 activities? If so, how much?

1.

Vigorous activities, such as running, lifting heavy objects, participating in strenuous sports.

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little  

2.

Moderate activities, such as moving a table, pushing a vacuum cleaner, bowling, or playing golf

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little  

3.

Lifting or carrying groceries

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

4.

Climbing several flights of stairs

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

5.

Climbing one flight of stairs

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

6.

Bending, kneeling, or stooping

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little
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7.

Walking more than a mile

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little  

8.

Walking several blocks

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

9.

Walking one block

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

10.

Bathing or dressing yourself

   1 Yes, Limited a lot    3 No, Not Limited at all

   2 Yes, Limited a little

PHYSICAL HEALTH PROBLEMS

 During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities as 
 a result of your physical health?

1. Cut down the amount of time you spent on work or other activities  1  Yes  2  No

2. Accomplished less than you would like  1  Yes  2  No

3. Were limited in the kind of work or other activities  1  Yes  2  No

4. Had difficulty performing the work or other activities (for example, it took extra effort)  1  Yes  2  No

EMOTIONAL HEALTH PROBLEMS

 During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities as 
 a result of any emotional problems (such as feeling depressed or anxious)?

1. Cut down the amount of time you spent on work or other activities  1  Yes  2  No

2. Accomplished less than you would like  1  Yes  2  No

3. Didn’t do work or other activities as carefully as usual  1  Yes  2  No

SOCIAL ACTIVITIES

1.

Emotional problems interfered with your normal social activities with family, friends, neighbors, or 
groups?

   1 Not at all    4 Severe

   2 Slightly    5 Very Severe

   3 Moderately
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PAIN

1.

How much bodily pain have you had during the past 4 weeks?

   1 None    4 Moderate

   2 Very Mild    5 Severe

   3 Mild    6 Very Severe

2.

During the past 4 weeks, how much did pain interfere with your normal work (including both work outside 
the home and housework)?

   1 Not at all    4 Quite a bit

   2 A little bit    5 Extremely

   3 Moderately  

ENERGY AND EMOTIONS:

 These questions are about how you feel and how things have been with you during the last 4 weeks. For each question, 
 please give the answer that comes closest to the way you have been feeling.

1.

Did you feel full of pep?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

2.

Have you been a very nervous person?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

3.

Have you felt so down in the dumps that nothing could cheer you up?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

4.

Have you felt calm and peaceful?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time
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5.

Did you have a lot of energy?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

6.

Have you felt downhearted and blue?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

7.

Did you feel worn out?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

8.

Have you been a happy person?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

9.

Did you feel tired?

   1 All of the time    4 Some of the time

   2 Most of the time    5 A little bit of the time

   3 A good Bit of the time    6 None of the time

SOCIAL ACTIVITIES

1.

During the past 4 weeks, how much of the time has your physical health or emotional problems interfered 
with your social activities (like visiting with friends, relatives, etc.)?

   1 All of the time    4 A little bit of the time

   2 Most of the time    5 None of the time

   3 Some of the time
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GENERAL HEALTH

1.

How true or false is each of the following statements for you?
I seem to get sick a little easier than other people

   1 Definitel true    4 Mostly false

   2 Mostly true    5 Definitely false

   3 Don’t know

2.

I am as healthy as anybody I know

   1 Definitel true    4 Mostly false

   2 Mostly true    5 Definitely false

   3 Don’t know

3.

I expect my health to get worse

   1 Definitel true    4 Mostly false

   2 Mostly true    5 Definitely false

   3 Don’t know

4.

My health is excellent

   1 Definitel true    4 Mostly false

   2 Mostly true    5 Definitely false

   3 Don’t know

TOTAL SCORE :  
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WOMAC INDEX QUESTIONNAIRE FOR SUBJECTS WITH HIP AND KNEE OA

PARAMETER
SCORING

NONE (0) SLIGHT
(1)

MODERATE
(2)

SEVERE
(3)

EXTREME
(4)

PAIN
 Walking

 Stair Climbing

 Nocturnal  

 Rest

 Weight bearing

SUB TOTAL :  
STIFFNESS

 Morning stiffness

 Stiffness in the later part 
 of the day

SUB TOTAL :  
PHYSICAL FUNCTION

 Descending stairs

 Ascending stairs

 Rising from sitting

 Standing

 Bending to floor

 Walking on flat

 Getting in & out of car

 Going shopping

 Putting on socks

 Rising from bed

 Taking off socks

 Lying in bed

 Sitting

 Toileting

 Getting on or off bath 

 Heavy domestic work 

 Light domestic work

SUB TOTAL :  

TOTAL SCORE :  
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SUBJECT DIARY

                   

                 Site ID        Subject ID

  

   Subject Initials

VISIT 

 1 SCREENING (V1 / -14 to -1 days)

 2 BASELINE (V2 DAY 0)

 3 WEEK 1 (V3)

 4 WEEK 2 (V4)

 5 WEEK 3 (V5)

 6 WEEK 4 (V6)

Date of Visit ___ ___/___ ___ ___/___ ___ ___ ___ 
                (dd / mmm / yyyy)

Date of Next Visit ___ ___/___ ___ ___/___ ___ ___ ___ 
                (dd / mmm / yyyy)

General Instructions

* Record details of any complaints you experience during the study in the ‘Feeling unwell’ section diary.
* Record the details of any medications you take for any problem during the study in the ‘Medication use’ section    

diary.
* If you have any doubts about the filling of the diary, please clarify the doubts from the study doctor or any study site 

staff
 * Do not forget to bring in the filled diary during your next visit.

* Do not forget to bring in any of the unused study medication during your next visit.
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DAY 1

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

DAY 2

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________
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DAY 3

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

DAY 4

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________
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DAY 5

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

DAY 6

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________



 Version 1.0 02-Jun-2010            Page 4

DAY 7

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

DAY 8

 Have you felt unwell?   1 Yes   2  No

 If Yes, please provide details on page.

 Have you taken any new medications?   1 Yes   2  No

 If Yes, please provide details on page.

 Please recall & assess the pain experienced by you in the last 24 hrs & check on the scale provided below the value 
 which most closely discribes it.

0 1 2 3 4 5 6 7 8 9 10

No Distress Unbearable Distress

Value :   .  mm

 No. of Paracetamol tablets taken?  No. of Ibuprofen tablets taken?

 Was the morning dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________

 Was the evening dose of the study medication taken?   1 Yes   2  No

 If No, specify reason : ____________________________________________________________________________
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FEELING UNWELL

Sl. 
No. Complaint Start Date

(dd / mmm / yyyy)
Stop Date

(dd / mmm / yyyy)
Ongoing
check (x)

Any medica-
tion, to treat 
it? check (x)

E.g. Cough 01 / Apr / 2010 ___ ___/___ ___ ___/___ ___ ___ ___

1 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

2 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

3 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

4 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

5 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

6 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

7 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

8 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

9 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

10 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

11 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

12 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

13 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

14 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

15 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

16 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

17 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

  NOTE : If the response to “Any medication to treat it?, check” is provided, then details need to be filled in the Medication 
 Use section.



 Version 1.0 02-Jun-2010            Page 6

MEDICATION USE

Sl. 
No. Medication Name Complaint Start Date

(dd / mmm / yyyy)
Stop Date

(dd / mmm / yyyy)
Ongoing
check (x)

E.g. Cough Syrup Cough 01 / Apr / 2010 ___ ___/___ ___ ___/___ ___ ___ ___

1 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

2 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

3 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

4 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

5 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

6 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

7 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

8 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

9 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

10 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

11 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

12 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

13 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

14 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

15 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

16 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

17 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___

18 ___ ___/___ ___ ___/___ ___ ___ ___ ___ ___/___ ___ ___/___ ___ ___ ___
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UNSCHEDULED VISIT

 Did the subject have any Unscheduled visit?   1  Yes   2  No

 If Yes, please provide the details below:

 Visit Number :
  1  V1    2  V2    3  V3    4  V4    5  V5    6  V6

 Date of Unscheduled Visit :  ___ ___/___ ___ ___/___ ___ ___ ___ (dd / mmm / yyyy)

 Reason for the Unscheduled Visit (select all that apply)

 1 Pain assessment and rescue medications dispensing (Note : please complete all relevant details)

 2
Unscheduled study medications dispensing
(Note : please complete all relevant details)

 3
Lab Investigations
(Note : If Lab Investigations is checked, please record the details on the Comments page)

 4 Adverse event  (Note : If AE is checked, please record the details on the Adverse Event page.)

 5
New Concomitant Medication to be introduced 
(Note : If CM is checked, please record the details on the Concomitant  Medication page.)

 6 Other, specify : _____________________________________________________
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VITAL SIGNS

 Sitting position after a 5-minute rest

Parameters Results Normal
Abnormal

**NCS *CS

 Blood pressure (mmHg) : Systolic   Diastolic  1  2  3

 Pulse Rate (beats / min) :          1  2  3

 Respiratory Rate (breaths / min) :          1  2  3

 Oral Temperature (oC) :          .  1  2  3

  *CS-Clinically Significant.  **NCS-Non Clinically Significant. If CS, please complete details in Adverse Event page. 

X-RAY OF THE INDEX JOINT

  If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT

 If Yes, please provide the significant findings: _________________________________________________________________

__________________________________________________________________________________________________________

SF-36 QUALITY OF LIFE QUESTIONNAIRE

 Was the SF-36 Quality of Life Questionnaire completed by the subject?   1  Yes   2  No

WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA

  0  NA (For subjects who do not have hip and knee OA)

 Was the Womac Index Questionnaire completed by the subject?   1  Yes  2  No

VISUAL ANALOGUE SCALE FOR PAIN

 Was the intensity of pain measured on the Visual Analogue Scale?   1  Yes   2  No
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RESCUE MEDICATIONS DISPENSING

First Line - Paracetamol  0  NA Second Line - Ibuprofen

 Total No. of tablets dispensed  Total No. of tablets dispensed

 Reason for dispensing : ___________________________________________________________________________

DISPENSING OF STUDY MEDICATION

 Total No. of study medications dispensed  

 Reason for dispensing : ___________________________________________________________________________

PATIENT GLOBAL ASSESSMENT FOR OA

 Was the patient global assessment for OA completed by the subject?   1  Yes  2  No

OMERACT - OARSI RESPONDER INDEX

1. High improvement in pain or in function ≥ 50% and absolute change ≥ 20  1  Yes   2  No

OR

2. Improvement in atleast 2 of the 3 of the following

Pain ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Function ≥ 20% and absolute change of ≥ 10  1  Yes   2  No

Patient’s global assessment ≥ 20% and absolute change of ≥ 10  1  Yes   2  No
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COMMENTS

 Lab investigations Please provide comments



 

 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.3 

 

 List of IEC's (Plus the Name of the 
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STANDARD OPERATING PROCEDURE 
 
 
 
 

This SOP is applicable as of the Fifteenth Day of July 2009 and is valid for a period of 3 
years.  This SOP is applicable for all projects submitted to CLINICOM, Ethics Committee. 

 
 
1.0 PURPOSE 

 
To describe the procedure for CLINICOM, Ethics Committee. 

 
 
2.0 SCOPE 

 
Applicable to all Clinical trials including Bioavailability/Bioequivalence (BA/BE) 
studies, Phase I, II, III, IV studies, non therapeutic and non interventional 
studies, research projects other than Phase studies. 
 
 RESPONSIBILITIES: 
 

Applicable Regulatory Guidelines: 
 

i) Good Clinical Practice (GCP) – Government of India 
ii) Ethical Guidelines for Biomedical Research on Human subjects ICMR 
iii) International Conference on Harmonization (ICH) GCP Guidelines 
iv) Guidelines and Recommendations for European Ethics Committees  

     (European Forum for GCP) 
v) Operational Guidelines for Ethics Committees That Review Biomedical 

Research WHO 2000. 

vi) U.S.FDA Guidance for Institutional Review Boards, 1998 update 
vii) Regulatory guidelines as stipulated in Schedule Y and other guidelines    

of Rule no.122-DAA – Schedule Y of Drugs & Cosmetics Act, Amendment 

2, 2005 
viii) Declaration of Helsinki 2008  
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CLINICOM will abide by the following:           

 
1. CLINICOM is established to safeguard the rights, safety and well being of all trial 

subjects. Special attention should be paid to trials that may include vulnerable 
subjects. 

 

2. CLINICOM will review a proposed clinical trial within a reasonable time and 
document its views in writing, clearly identifying the trial, the documents 
reviewed and the dates for the following: 

 Approval/favorable opinion;  
 Modifications required prior to its approval/favorable opinion;  
 Disapproval/negative opinion; and 
 Termination/suspension of any prior approval/favorable opinion.  

 
3. CLINICOM will conduct continuing review of each ongoing trial at intervals 

appropriate to the degree of risk to human subjects, but at least once per year. 
 

4. When a non-therapeutic trial is to be carried out with the consent of the subject's 
legally acceptable representative (see 3.6.3, 3.6.4) CLINICOM will determine 
that the proposed protocol and/or other document(s) adequately addresses 
relevant ethical concerns and meets applicable regulatory requirements for such 
trials. 

 
5. Where the protocol indicates that prior consent of the trial subject or the 

subject's legally acceptable representative is not possible CLINICOM will 
determine that the proposed protocol and/or other document(s) adequately  

     addresses relevant ethical concerns and meets applicable regulatory   
     requirements for such trials (i.e., in emergency situations). 

 
6. CLINICOM will review both the amount and method of payment to subjects to 

assure that neither presents problems of coercion or undue influence on the trial 
subjects. Payments to a subject should be prorated and not wholly contingent on 
completion of the trial by the subject. 

 
7. CLINICOM will ensure that information regarding payment to subjects, including 

the methods, amounts, and schedule of payment to trial subjects and 
compensation in case of trial related injury or illness, is set forth in the written 
informed consent form and any other written information to be provided to 
subjects. The way payment will be prorated should be specified. 
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3.0     COMPOSITION, FUNCTIONS AND OPERATIONS 
 
3.1 CLINICOM is multidisciplinary and multi-sectorial in composition. The number 

of persons in the ethical committee will be kept fairly small. 
The composition may be from any of the following members: 
 

1. Mr. V.V.Raghavan      Chairperson 
M.Sc       Clinical Trials Expert &  

Pharmaceutical Technologist 
2. Dr.P.H.Prasad  MBBS, FCCP   Vice Chairperson 

Former C.M.O, I.I.Sc.Bangalore,   Family Physician 
Consultant, N.C.B.S      Medical Scientist 

3. Ms.Vidya Sury        Member Secretary 
MBA  Dip in T & D                    Home maker 

4. Dr. S.Krishnamurthy       Member 
LL.M, Ph.D, LL.D                     Legal Expert 

5. Ms.Renu Srinivasan        Member 
M.A.B.Ed                                 Educationist/Social Worker 

6. Dr.Nandini Mundkur      Member 
M.D.( Paediatrics) MAMC        Pediatric Consultant 

7. Ms.Chetana Sudhir,    Member 
B A, B Ed.      Social Worker 

8. Mr Arun Madhavan,     Member 
B.Com, MBA      Theologian 

9. Dr K Venkatesan     Member 
M.A.,Ph.D.      Scientist  

10.Ms Vidhya Nuti     Member 
     B.Sc.  LL.B. PGDIPRL    Legal Expert 
 
 
3.2 Membership 
 
3.2.1 Nominations will be received by the committee and discussed and new members 

appointed as and when the need arises. 
 
3.2.2 Membership requirements: 
 

 The duration of appointment is for a period of 3 years, renewable. 
 Members will apprise themselves of the relevant documents, codes, GCP, ICH 

guidelines and the ICMR guidelines. 
 The membership may be renewed after the stated term of three years. 
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 A member can be replaced in the event of death or long-term non-availability 
or for any action not commensurate with the responsibilities laid down in the 
guidelines. 

 A member can tender resignation from the committee with proper reasons to 
do so, with a notice period of one month. 

 All members should maintain absolute confidentiality of all discussions during 
the meeting. 

 Conflict of interest to be disclosed if any exists. 
 
 
3.3 Conduct of Meetings: 
 
3.3.1 The Chairperson will conduct all meetings of CLINICOM. If for any 

reason the Chairperson is not available, the deputy chairperson or an alternate 
chairperson will be elected from the members by the members present, who will 
conduct the meeting. 

 
3.3.2 The Member Secretary is responsible for organizing the meetings, 

maintaining the records and communicating with all concerned. He/She will 
prepare the minutes of the meetings, and get it approved by the Chairperson 
before communicating to the researchers. 

 
 
3.4 Quorum Requirements: 
 

CLINICOM should establish specific quorum requirements for reviewing and 
deciding on an application. These requirements should include: 

 
3.4.1 Quorum: For the review of each protocol, the minimum number of members 

required to compose a quorum will be Six 

1. Basic medical scientists   
2. Clinicians 
3. Legal expert 
4. Social scientist/representative of non-governmental voluntary agency / 

philosopher / ethicist / theologian or a similar person 
5. Lay person from the community 

 
3.4.2 The professional qualifications requirements (e.g., physician, legal expert, 

layperson) and the distribution of those requirements over the quorum: No 
quorum should consist entirely of members of one profession or one gender; a 
quorum should include at least one member whose primary area of expertise is 
in a non-scientific area and one member shall be medically qualified. 
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3.5 Independent Consultants: 
 

CLINICOM may call upon subject experts as independent consultants who may 
provide special review of selected research protocols, if need be.  
 
These experts may be specialists in ethical or legal aspects, specific diseases or 
methodologies, or represent specific communities; patient groups or special 
interest groups e.g. Cancer patients, HIV/AIDS positive persons or ethnic 
minorities. They are required to give their specialized views but do not take part 
in the decision making process which will be made by the members of the 
committee. 

 
 
3.6       Review:  
 

Application: the applicant should submit all documentation required for a 
thorough and complete review of the ethics of the proposed research. 

 
 
3.6.1 Documentation: 
 

The Procedure for submission of Documents has been detailed in Annexure I of 
the SOP. The applicant should submit all documentation required for a thorough 
and complete review of the ethics of proposed research.  

 
 Signed and dated application from the concerned investigator/institution.  
 The protocol of the proposed research clearly identified and dated, together 

with supporting documents and annexure; 
 A summary in non-technical language, synopsis, or diagrammatic 

representation (‘flowchart’) of the protocol; 
 A description of the ethical considerations involved in the research; 
 Case report forms and other questionnaires intended for research participants; 
 When the research involves a study product such as a pharmaceutical or 

device under investigation, an adequate summary of all safety, 
pharmacological, pharmaceutical, and toxicological data available on the study 
product, together with a summary of clinical experience with the  
study product to date e.g., recent investigator’s brochure, published data, a 
summary of the product’s characteristics; 

 Investigators’ curriculum vitae updated, signed, and dated; 
 Material to be used including advertisements for the recruitment of potential 

research participants; 
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 A description of the process used to obtain and document consent; written 
and other forms of information for potential research participants clearly 
identified and dated in the languages understood by the potential research 
participants;  

 Informed consent form clearly identified and dated in English and regional 
language; 

 A statement describing any compensation for study participation including 
expenses and access to medical care to be given to research participants; 

 A description of the arrangements for indemnity, if applicable; 
 A description of the arrangements for insurance coverage for research 

participants, if applicable; 
 A statement of agreement to comply with ethical principles set out in relevant 

guidelines; 
 All significant previous decisions (e.g., those leading to a negative decision or 

modified protocol by other ethics committee’s or regulatory authorities for the 
proposed study whether in the same location or elsewhere and an indication of 
modifications to the protocol made on that account. The reasons for previous 
negative decisions should be provided. 

 
 
3.6.2 For Bio-availability/ Bioequivalence (BA/BE) Studies, the Clinical investigator 

should submit the following documents at least 3 (three) days prior to the 
meeting, exclusive of the days of receipt of the protocol and the day of the 
meeting, for normal review: 

 
 The study protocol (including protocol amendments) with the protocol 

number, version number and protocol date. 
 Subject Information Sheet and the Informed Consent Documents/forms 

including updates, if any, in English and in any other regional language. To 
verify the appropriateness of the translations in the Vernacular language (s), 
a back translation from the Vernacular language (s) to English duly so 
marked, shall be sent with the protocol submitted by the applicant for review 
by CLINICOM. 

 Investigator’s Brochure or product information or equivalent document with 
protocol number, version number and date.  

 The details of compensation payable to the volunteers. 
 Investigator’s signed undertaking that the study shall be carried out as per 

the applicable regulatory guidelines.  
 

Note: Photocopies of sets of the above documents shall be directly sent by the 
CRO to each of the members of the CLINICOM, or soft copies of the same by 
electronic mail to the addresses in the Member’s List of Addresses provided to 
the Applicant.  
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3.6.3 For Phase trials, the Clinical investigator should submit the following documents 

at least 3 (three) weeks prior to the meeting, exclusive of the days of receipt 
of the protocol and the day of the meeting, for normal review: 

 
 The study protocol (including protocol amendments) with the protocol 

number, version number and protocol date. 
 Subject Information Sheet and the Informed Consent Documents/forms 

including updates, if any, in English and in any other regional language. To 
verify the appropriateness of the translations in the Vernacular language (s), 
a back translation from the Vernacular language (s) to English duly so 
marked, shall be sent with the protocol submitted by the applicant for review 
by CLINICOM. 

 Investigator’s Brochure or product information or equivalent document with 
protocol number, version number and date.  

 The details of compensation payable to the volunteers/ Insurance policy. 
 Investigator’s signed undertaking that the study shall be carried out as per 

the applicable regulatory guidelines.  
 Investigator’s agreement with the sponsor. 

 
Note: Photocopies of sets of the above documents shall be directly sent by the 
Applicant to each of the members of the CLINICOM, or soft copies of the same by 
electronic mail to the addresses in the Member’s List of Addresses provided to 
the Applicant.  
 

3.6.4 Elements of Review: 
 

a) Scientific Design and Conduct of the Study 
 

 The appropriateness of the study design in relation to the objectives of 
the study, the statistical methodology (including sample size  
calculation), and the potential for reaching sound conclusions with the 
smallest number of research participants; 

 The justification of predictable risks and inconveniences weighed against 
the anticipated benefits for the research participants and the concerned 
communities; 

 The justification for the use of control arms; 
 Criteria for prematurely withdrawing research participants; 
 Criteria for suspending or terminating the research as a whole; 
 The adequacy of provisions made for monitoring and auditing the conduct 

of the research, including the constitution of a data safety monitoring 
board (DSMB); 

 The adequacy of the site, including the supporting staff, available 
facilities, and emergency procedures; 
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 The manner in which the results of the research will be reported and 
published (applicable to Phase I, II, III & IV trials) (including BE/BA etc.) 

  
 

b) Care and Protection of Research Participants 
 The suitability of the investigators’ qualifications and experience for the 

proposed study; 
 Any plans to withdraw or withhold standard therapies for the purpose of 

the research, and the justification for such action; 
 The medical care to be provided to research participants during and after 

the course of the research; 
 The adequacy of medical supervision and psycho-social support for the 

research participants; 
 Steps to be taken if research participants voluntarily withdraw during the 

course of the research; 
 The criteria for extended access to, the emergency use of, and/or the 

compassionate use of study products; 
 The arrangements, if appropriate, for informing the research participant’s 

general practitioner or family doctor, including procedures for seeking the 
participant’s consent to do so; 

 A description of any plans to make the study product available to the 
research participants following the research; 

 A description of any financial costs to research participants; the rewards 
and compensations for research participants (including money, services, 
and/or gifts); 

 The provisions for compensation/treatment in the case of the 
injury/disability/death of a research participant attributable to 
participation in the research; 

 The insurance and indemnity arrangements; 
 
 
c) Protection of Research Participant Confidentiality 
 

 A description of the persons who will have access to personal data of the 
research participants, including medical records and biological samples; 

 The measures taken to ensure the confidentiality and security of personal 
information concerning research participants. 

 
d) Informed Consent Process 
 

 A full description of the process for obtaining informed consent, including 
the identification of those responsible for obtaining consent; 
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 The adequacy, completeness, and understandability of written and oral 
information to be given to the research participants, and, when 
appropriate, their legally acceptable representative(s); 

 Clear justification for the intention to include in the research individuals 
who cannot consent, and a full account of the arrangements for obtaining 
consent or authorization for the participation of such individuals; 

 Assurances that research participants will receive information that 
becomes available during the course of the research relevant to their 
participation including their rights, safety, and well-being; 

 The provisions made for receiving and responding to queries and 
complaints from research participants or their representatives during the 
course of a research project. 

 
 
e) Recruitment of Research Participants 
 

 The characteristics of the population from which the research participants 
will be drawn (including gender, age, literacy, culture, economic status, 
and ethnicity); 

 The means by which initial contact and recruitment is to be conducted; 
 The means by which full information is to be conveyed to potential 

research participants or their representatives; 
 Inclusion criteria for research participants; 
 Exclusion criteria for research participants. 

 
 
 
3.6.5 Conduct of Meetings: 
  

 The Chairperson shall conduct all the meetings of CLINICOM. If for any reason 
the Chairperson is not available, an alternate Chairperson shall be elected from 
the members by those present, to conduct the meeting. 

 
 The Member Secretary shall be responsible for organizing the meetings, 

maintaining the records and communicating with all concerned. 
 

 The Member Secretary shall prepare the minutes of the meetings, and get it 
approved by the Chairperson, before communicating to the Applicant.  

 
 In absence of Member Secretary, these responsibilities will be assumed by and 

carried out by some other member of the committee as may be delegated.    
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3.6.6 Meeting Requirements: 
 

CLINICOM members will meet once a week and meeting may be skipped if there 
are no protocols to be reviewed. 
 
The meeting requirements are: 
 

 The committee members will be given the relevant documents at least 3 days in 
advance of the meeting for review of the Bioequivalence (BE)/Bio availability 
(BA)studies and 3 (three) weeks in advance of the proposed meeting date for 
review of Phase I, II, III, IV studies, etc. 

 Meetings will be minuted and the minutes approved in the subsequent meeting. 
 The applicant sponsor/and or investigator may be invited to present the proposal 

or elaborate on specific issues, however they will not vote. 
 Independent consultants may be invited to the meeting or to provide written 

comments, but will not participate in the decision making process. 
 
3.6.7 Protocol Review:  
 

a) The members should go through the protocol submitted prior to the meeting and 
note any queries they would want to raise.  

 
b) Each member shall present any queries for consideration and discussion. 

 
c) After a complete discussion of all aspects of the protocol, a decision shall be 

taken to approve or reject the study, provided no clarifications are required from 
the investigator. In the event of any clarifications being required, the protocol 
shall be approved, if the clarifications provided by the investigator are considered 
satisfactory and acceptable.  

 
d) The CRO’s investigator/ Applicant’s representative may be invited to present the 

proposal or elaborate on specific issues, as required by the CLINICOM members. 
 

e) Independent consultants may be invited to the meeting, or requested to give 
written comments on special aspects of a study. 

 
f) Decision on the approval or otherwise of the protocol shall then be taken by the 

CLINICOM members, without the CRO’s investigator’s or Applicant’s 
representative’s or independent consultant’s presence.  

 
g) The decision of the committee shall be conveyed to the 

CRO/Investigator by a letter, signed by the Chairperson, within 3 
(three) days of the date of the meeting, in case of BA/BE studies and 
within 7 (seven) days in case of Phase trials, provided satisfactory reply 
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is received to questions and clarifications raised upon review of the 
protocol. The letter shall essentially be as per format in Appendix VIII to 
Schedule Y of the Drugs and Cosmetic Act and the Rules there under.  

 
h) The Informed Consent Documents/ Forms in English and in Vernacular languages 

shall be approved and signed by the Chairperson. In the absence of Chairperson, 
any other member of the CLINICOM can sign these documents.  

 
i) CLINICOM will maintain a register of the list of projects with outcome of each 

project.  
 
  
3.6.8 Decision Making: 
 

In making decisions on applications for the ethical review of biomedical research, 
CLINICOM will take the following into consideration: 
 
a) A member will withdraw from the meeting for the decision procedure 

concerning an application where there arises a conflict of interest; the 
conflict of interest should be indicated to the chairperson prior to the review 
of the application and recorded in the minutes; 

 
b) Decision may only be taken when sufficient time has been allowed for review 

and discussion of an application in the absence of non-members (e.g., the 
investigator, representatives of the sponsor, independent consultants) from 
the meeting, with the exception of EC staff. 

 
c) Decisions will only be made at meetings where a quorum is present. 
 
d) The documents required for a full review of the application should be 

complete and the relevant elements considered before a decision is made. 
 
e) Only members who participate in the review will participate in the decision. 
 
f) Decisions will be arrived at through consensus, where possible; when a 

consensus is not possible, the CLINICOM committee will vote and the 
majority decision will prevail. 

 
g) Any advice that is non-binding will be appended to the decision. 
 
h) In cases of conditional decisions, clear suggestions for revision and the 

procedure for having the application re-reviewed will be specified. 
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i) A negative decision on an application will be supported by clearly stated 
reasons. 

 
j) The decision of the committee shall be conveyed in writing and as per the 

section 3.6.7. g). 
 

k) All study related correspondence from CLINICOM shall be identified by the 
study protocol Number/ Version date and title and will include the signature 
and date by the Chairperson / designee. 

 
l) All the documents reviewed by CLINICOM will be listed in the response letter 

from CLINICOM. The response letter will contain the date and when 
necessary the list of the members. Also it will include the signature and date 
by the Chairperson/ designee. 

 
m) Expedited Review: The proposals presenting no more than minimal risk to 

research participants may be subjected to expedited review. The Member- 
Secretary and the Chairperson of the CLINICOM or designated member of 
the Committee may do expedited review only if the protocols involve –  

 
i. Minor deviations from originally approved research during the period of 

approval (usually of one year duration). 
ii. Revised proposal previously approved through full review by the IEC or 

continuing review of approved proposals where there is no additional risk 
or activity is limited to data analysis. 

 
n) Expedited review of BA/BE study: Clinicom may conduct an expedited review 

of a BA/BE study protocol, i.e. in less than the time specified for submission 
of a protocol in case of normal review, as per clause mentioned under 
section 3.6.6, at the discretion of the Committee. This condition will be 
applicable only for the BA/BE studies for those molecules for which 
CLINICOM has previous experience with such molecule and has granted 
approval (s) for such BA/BE studies of molecules in the past.  

 
 
3.6.9 Amendments to protocol and approval: Any change or deviation to a pre-

approved study protocol shall be considered as a protocol amendment. According 
to the type of changes the amendments can be classified as Minor or Major. 

 
 
3.6.9.1  The following types of changes are considered as Minor 

● Changing the study site (Facilities)  
● Administrative changes 
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● Changing the washout period 
● Changing the duration of project 
● Changing Clinical Investigators/ Co investigators 
● Changing investigational product manufacturing site address 
● Changing the method of analysis (Instrument like LC-MS/MS / HPLC) 
● Changing the calibration curve range 
● Substituting comparable questionnaires or test instruments. 
● Changing the food menu 
● Widening of criterion on Cmax 
● Typographical errors 
● Including or excluding metabolites for analysis 
● Changing sponsor’s address 
● Inclusion/exclusion of adverse events (unless they are not very serious) 

 
 
3.6.9.2 The following types of changes are considered as Major: 
 
 

 Increase in No. of subjects 
 Amendment which alters the potential risk for the safety of the study 

subjects (such as additional blood samples exceeding 50 ml of blood). 
 A change in study design such as adding or dropping a control group. 
 Deletion of any test procedure intended to monitor safety. 
 Changing the Principal Investigator to a Principal Investigator not previously 

approved by Clinicom 
 Changing the inclusion / exclusion criteria 

 
 
3.6.9.3 Minor amendments may be approved by the Chairman/Chairperson and in the 
absence by the Vice-Chairman / Vice- Chairperson, or by a designated person incase in 
the absence of both. The approval must be made only by a person who reviewed and 
approved the previous version of the protocol. Such approvals of minor amendments 
will be discussed in next meeting and documented.  
 
 
3.6.9.4 During previous review of the protocol, if suggestion is made by the ethics 
committee to amend the protocol (where one review of the protocol is completed) and if 
the protocol is not amended based on a proper justification provided by the applicant, 
then approval for such protocol can be granted by the Chairperson in an expedited 
review if the meeting is not scheduled for discussion of the same. However, such 
approvals will be discussed in next meeting and documented. Also a letter accepting the 
justification provided by the applicant will be provided to the applicant after the ethics 
committee meeting. 
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3.6.9.5 Major amendments shall be approved by the Clinicom with minimum 
requirement of quorum of 6 (Six) members. 
 
 
3.6.9.6 Urgent amendments may be necessary to eliminate immediate hazards to the 
trial subjects (s). In such a case, the Principal Investigator shall make the necessary 
amendments and convey the same to CLINICOM soon after, for review and post-
approval.  
 
 
3.6.10 Follow-Up: 
 
 
CLINICOM will follow-up progress of all studies for which a positive decision has been 
reached, from the time the decision was taken until the completion or termination of the 
research study. 
 
 
a) Follow-up procedure: The follow-up review intervals will be determined by the 

nature and the events of research projects, though each protocol will undergo a 
follow-up review at least once a year.   

 
b) A decision of a follow-up review will be issued and communicated to the 

applicant, indicating a modification, suspension, or termination of the committee’s 
original decision or confirmation that the decision is still valid. 

 
c) In the case of the premature suspension/termination of a study, the applicant 

must notify the CLINICOM of the reasons for suspension/termination. 
 
d) A summary of results obtained in a study prematurely suspended / terminated 

should be communicated to CLINICOM. 
 
e) CLINICOM should receive notification from the applicant at the time of the 

completion of a study 
 
f) CLINICOM should receive a copy of the final summary or final report of a study. 
 
g) Any Serious Adverse event will have to be reported to CLINICOM In the following 

manner: 
 

 Telephonic communication to the Chairman/Deputy Chairman/Member 
Secretary or any Member of the committee in the absence of any the 
above immediately on occurrence of the same. 
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 This should be followed by a written communication through email or 
through a letter within Seven days. 

 The welfare of the study participant and actions taken to address the SAE 
should be communicated to the Committee until the study participant is 
discharged. 

 The Member receiving the communication on the SAE will communicate 
the same to other Members during subsequent meetings as well as inform 
them of the action taken by the CRO/ Applicant to address the SAE. 

 
 
3.6.11 Documentation and Archival: 
 

All documentation and communication of “CLINICOM” will be dated, filed, and 
archived. Documents which are study specific will be archived for a minimum 
period of 5 years following the completion of a study.  

 
Documents that will be filed and archived include, but are not limited to, 

 
 The constitution, written standard operating procedures of Clinicom, and 

regular (annual) reports; 
 The curriculum vitae of all committee members; 
 A record of all income and expenses of CLINICOM, including allowances and 

reimbursements made to the secretariat and committee members; 
 The published guidelines for submission established by CLINICOM; 
 The agenda of the committee meetings; 
 The minutes of the committee meetings; 
 One copy of all materials submitted by an applicant; 
 The correspondence by CLINICOM members with applicants or concerned 

parties regarding application, decision, and follow-up; 
 A copy of the decision and any advice or requirements sent to an applicant; 
 All written documentation received during the follow-up; 
 The notification of the completion, premature suspension, or premature 

termination of a study; 
 The final summary or final report of the study. 
 CLINICOM register: The details of protocol like the date of receipt, date of 

discussion, date of approval, follow up and date of final report are recorded 
in these registers.  

 
 
3.7 Continuing review procedure 
 
CLINICOM may to continue reviewing approved projects for continuation, new 
information, adverse event monitoring, follow-up and later after completion if need. 
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Time intervals for continuing review shall be made at the discretion of Clinicom, but 
shall occur no less than annually. 
 
3.7.1   Amendments to Protocols:  
 

All amendments to the protocol received will be filed with the original application. 
 
3.7.2   Serious Adverse Event (SAE) reporting: 

 
All serious adverse event records received will be filed with the corresponding 
study documents.   
 

3.7.3   Visit to study site:  
 
CLINICOM may review the progress of the study by visiting the study site at 
intervals  
 

 

            Communication with CLINICOM 
 

 
Ms.Vidya Sury – Member Secretary is available between 
11 am and 2 pm  0n Mobile No:  +919731804770                                  
  

     
Clinicom Office - Between 1 pm and 4 pm  
Contact Mr.Srivatsa at Tel No: 080-41279794 

 
 

Contact us via email at clinicom@gmail.com with all your 
queries. 
 
 
Dated: July 15, 2009 
Place:  Bangalore 
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ACEPTED AND APPROVED BY THE MEMBERS OF THE INDEPENDENT ETHICS 
COMMITTEE, CLINICOM on July 15, 2009 
 
 
1/  Mr V V Raghavan    
 
 
 
2/  Ms Vidya Sury  
 
  
        
3/  Dr P H Prasad   
 
 
       
4/  Dr S Krishnamurthy 
  
 
 
5/  Dr Nandini Mundkur 
 
  
   
6/  Dr K Venkatesan  
 
 
     
7/  Ms Chetana Sudhir  
 
  
 
8/  Ms Renu Srinivasan 
 
 
    
9/  Mr Arun Madhavan 
  
   
 
10/ Ms Vidhya Nuti 
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ANNEXURE I 
Procedure for submitting a protocol/Study Documents 
 
New protocol 

 
Send an email to clinicom@gmail.com to inform us that you are submitting a protocol 
for approval.  
 
How to submit: 

 
6 hard copies to be dispatched to the following members (address is in our Member list) 

1. Mr V V Raghavan, Chairman 
2. Ms Vidya Sury, Member Secretary 
3. Ms Chetana Sudhir, Member 
4. Dr K Venkatesan, Member 
5. Dr Nandini Mundkur, Member 
6. Ms Vidhya Nuti, Member 

 
1 soft copy to be emailed to clinicom@gmail.com 

 
If sending 10 hard copies is part of your SOP, then ONE set of protocol documents and 
ONLY English ICD to be couriered to EACH MEMBER individually, with email 
intimation to clinicom@gmail.com 
 
Documents to be submitted along with submission letter listing documents enclosed and 
an approval template if any: 

 Payment of Rs.10,000/- by cheque/DD payable in favor of 
CLINICOM, Bangalore 

 If multiple sites, Rs.1000/- per additional site may be added 
 Complete protocol documents 
 General screening procedure (including informed consent for screening) 
 Informed consent forms/documents in English, and other languages, as 

applicable) with back translations for regional languages 
 Advertisements used for BE studies (English, and other languages as 

applicable) 
 Compensation planned for volunteers 
 Volunteer insurance details/copy of valid Insurance certificate 
 Normal lab ranges 
 CVs of all Investigators 
 Investigator undertaking 
 Investigator brochure 
 DCGI approval letter where applicable 
 Case report form 
 Declaration of Helsinki 
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 Adverse effects expected with supporting documents 
 Reference ranges for Lab investigations planned along with details of the 

testing Laboratory with accreditation details. 
 Meal plan for both Fasting & fed studies 
 Reference material/product brochure 
 Any other document relevant to the Protocol 

 
Amendments to protocols 

 
Send an email to Clinicom@gmail.com to inform us that you are submitting a 
protocol amendment for approval.  

 
How to submit: 
1/ ONLY 2 (TWO) COPIES of complete documents of Amended protocol with 

 Version change history  
 Amendment history for protocol 
 Amendment history for ICF 

 
To be sent to the CLINICOM office along with 2 copies of submission letter (original for 
Clinicom and copy for acknowledging) 

 
2/ Rs.2000/- per amendment submitted per site may please be sent with the 
documents as cheque/DD in favor of CLINICOM 

 
3/ One soft copy to be emailed to clinicom@gmail.com along with a soft copy of 
submission letter in MS Word format listing all the documents along with the 
approval template, if any. 

 
Amendment details NEED NOT be sent to all individual members. Clinicom will take 
the responsibility of informing members regarding amendments. 

 
When to submit:  

 
Clinicom meets every week on Thursdays at 4.30 pm at the Clinicom Office at no.7, 
17th A Cross, Malleswaram West, Bangalore 560055.   
 
Ideally, a protocol for approval may be sent by Saturday of the previous week, to 
enable all the members enough time to study it, for discussion the following Thursday. 
BA/BE studies may be submitted latest by Monday for discussion on Thursday. For other 
submission timelines refer SOP 3.6.2 and 3.6.3 
 
 
Any document that needs acknowledgment shall be sent in duplicate 
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A soft copy of all documents and submission letters to be emailed to 
clinicom@gmail.com  

 
4. Fee structure for the approval of study conduct  
 
New protocol:  
= Rs.10,000/- is the fee charged per protocol approved.  
= Rs.1,000/- per additional site  
Amendments: 
= Rs. 2,000/- per amendment per approval per site issued. 
 
Payments may be made by cheque/DD in the name of CLINICOM and submitted along 
with the protocol documents. An invoice will be issued along with the approval 
documents.    

SUMMARY OF DOCUMENTS SUBMISSION 
Please note: DO NOT send bulk packages to the Clinicom Office 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  

 Documents How to send 

1 Protocol + ICD – English Only, Meal 
Plan, Supporting Documents 

Hard Copies to 6 members, 
Soft copies to remaining 4 
members – can be emailed to 
clinicom@gmail.com  

2 ICD in All other Languages Only 2 Copies to be sent to 
Clinicom Office 

3 Protocol Amendments                                   
 

Only TWO copies to be sent to 
Clinicom Office 

4 SAE Reports 
 

Two copies to Clinicom 
 

5 Study completion reports Two copies to Clinicom 

6 Any other communication Address to Clinicom office and 
send in duplicate if 
acknowledgement needed 

7 All covering letters/submission 
letters 

2 sets – one original to 
Clinicom and one copy for 
acknowledging  



 

 

 

 

 

 

 

 

 

Informed Consent Forms 

 

In Four Languages – English, Hindi, Kannada, Tamil  
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PATIENT INFORMATION AND CONSENT FORM 

 

STUDY TITLE 

 
A RANDOMIZED, DOUBLE BLIND, PARALLEL GROUP, PLACEBO 
CONTROLLED STUDY TO EVALUATE THE SAFETY AND EFFICACY OF 
ARTHRONAT IN SUBJECTS WITH PAINFUL OSTEOARTHRITIS OF HIPS, 
KNEES, SHOULDERS, NECK OR WRISTS. 

 
STUDY CODE.: MA-CT-10-002 

SPONSOR 
 

Rowtasha 
35/104, King William Street 

Bayswater – 6053 
Western Australia 

 
VERSION:  1.0 
 
 
DATE OF IEC APPROVAL:  
 
 
STUDY DOCTOR: 
 
 
 
SITE(S): 
 
 
 
STUDY RELATED PHONE NUMBER(S): 
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PATIENT INFORMATION SHEET 
 

 
1. PURPOSE OF THE INFORMED CONSENT FORM 
 

You are being invited to participate in a clinical trial (a type of research study).  Clinical 
trial includes only patients who choose to take part in it.  You will be explained about all 
the procedures involved in this trial by study doctor or study staff.  Please take your time 
to make your own decision, discuss it with your friends and family.  This consent form 
may contain words that you do not understand, in such case please ask the study doctor or 
the study staff to explain any words or information that you do not clearly understand. 
Before you agree to participate in this study, you need to know the risks and benefits to 
you arising from your participation in this study, so that you can make an informed 
decision on whether to participate or not.  This is known as “informed consent”.  
 
You are being invited to take part in this study because you may satisfy the study criteria 
and become eligible to participate in the study. 
 
Once you know about the study and the tests that will be done, you will be asked to sign 
this form to join this study.  Your decision to take part in this study is voluntary.  That 
means you are free to decide to join this study or not join this study. 
 

2. INTRODUCTION 
 

Osteoarthritis is a disease involving damage to the joints of the body. A joint is a part of 
the body where two or more bones meet Osteoarthritis also involves an advancing loss of 
cartilage (Cartilage is the cushion like body tissue that is found in between the bones in a 
joint). It causes pain, swelling and reduced motion in your joints. It can occur in any 
joint, but usually it affects the hands, knees, hips or spine. 
 
The OA is more commonly seen in females who are above 50 years of age, who are 
overweight, who have had any previous injury or surgery to the joint, family history of 
osteoarthritis, who are diabetics (disease which results in increase sugar in the blood) etc, 
 

3. PURPOSE OF THE STUDY 
 
This study is designed to evaluate the effect and safety of Arthronat in subjects with 
painful osteoarthritis of hip, knee, shoulders, neck or wrists. This study will test if 
Arthronat can substantially reduce your pain and improve your mobility. 
 

4. INVESTIGATIONAL PRODUCT INFORMATION 
 
The investigational product is Arthronat.  Arthronat is a nutritional supplement which has 
shown promising effects in the treatment of osteoarthritis. 
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Arthronat is derived from “Otoliths” of salt water fishes.  Otoliths are minute particles 
made up of calcium carbonate and gelatinous matrix in the inner ear of the fish.   
 
The exact mechanism of how the drug acts is not known yet. It has been used since the 
past 10 years in patients with painful osteoarthritis and has shown significant 
improvement of pain and mobility especially in patients with mild to moderate 
osteoarthritis, who have never consumed steroids (a type of medication commonly given 
for treatment of osteoarthritis).. It has been found to decrease the pain and inflammation 
(way in which the body reacts to any injury or irritation or infection) of joints. 
 
There are 2 treatment groups in the study. 
 

1. Arthronat – Study drug 
2. Placebo– A placebo will also be used in the study. A placebo is an inactive 

substance which does not have any property of the study drug however looks 
exactly like the study drug. It is used in the study to understand the 
effectiveness of the study drug 

 
During your participation in the study, you may be assigned to either the Arthronat or the 
placebo group randomly. 
 
Both Arthronat and the placebo both are in the form of capsules. You will need to take 3 
capsules (of either Arthronat or placebo) two times a day i.e., 6 capsules per day for 5 
weeks. 
 
The capsules should be swallowed with water as a whole and should not be crushed or 
chewed. 
 
Once you are enrolled in the study, you will be assigned with either Arthronat or placebo 
(inactive substance) and randomized in ratio 1:1.  
 

• Arthronat – 40 subjects will receive 3 capsules of 500 mg (1500 mg) dose two 
times a day (total of 6 capsules / day). 

• Placebo – 40 subjects will receive 3 capsules two times a day (total of 6 capsules / 
day). 

 
5. STUDY DESIGN 
 

The study is being conducted by Manipal AcuNova.  You will be considered a potential 
participant in the study if you meet the study requirements as determined by the study 
doctor. You will be one of the 80 subjects if you are enrolled in the study. The expected 
duration of study is around 5 weeks. 
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You will have to visit the site at following visits:  
 
a. Screening/Visit 1 ( First visit) 
b. Baseline/Visit 2 (Day 0) (within 14 days of the visit 1) 
c. Visit 3 (1 week after the baseline visit) 
d. Visit 4 (2 weeks after the baseline visit) 
e. Visit 5 (3 weeks after the baseline visit) 
f. Visit 6 (4 weeks after the baseline visit) (this is the last visit of the study) 
 
The present visit is known as the screening visit during which the study doctor will check 
different criteria and decide whether you can participate in the study. If you are found 
eligible to participate in the study, then you will be “randomised” into one of the two 
treatment groups. Randomization means that you are put into a group by chance. Neither 
you nor the study doctor will choose what group you will be in or will know to which 
group you belong to during the study.   
 
Treatment arm No of subjects Duration Dosage 
Arthronat 40 5 weeks 3 capsules two times 

a day  
Placebo 40 5 weeks 3 capsules two times 

a day 
 

6. STUDY PROCEDURE 
 

The study will evaluate the effect and safety of Arthronat in subjects with painful 
osteoarthritis of hip, knee, shoulders, neck, or wrists. 
 
The study population will consist of patients of either gender, aged 18 years or above 
who are diagnosed with osteoarthritis of the hips, knees, shoulders, neck or the wrists. 
Informed consent will be obtained at screening from you before undertaking any study 
related procedures or evaluation. Screening assessments will be performed to see if you 
are eligible to participate in the study. 
 
A detailed medical and surgical history (history of any previous medical conditions you 
suffer from or details of any surgeries you might have undergone) will be taken. A 
detailed history of osteoarthritis will be taken. A complete examination with recording of 
the heart rate, blood pressure, temperature and the respiratory rate will be done. If you 
suffer from osteoarthritis in more than one joint, then the study doctor will select the most 
appropriate joint for the study as per the inclusion/exclusion criteria of the study.  
 
The x-ray of the disease joint will be done. Blood and urine samples will be collected for 
laboratory tests – hematology, biochemistry and urine analysis (these are types of blood 
and urine tests). If you are a female of child bearing potential (if you are capable of 
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becoming pregnant), urine pregnancy test will be performed (and you will be allowed to 
take part in the study only if the test comes negative that is only if you are not pregnant) 
 
During your participation in the study, you may have to answer 4 questionnaires such as 
the Visual analogue scale (VAS) for pain, WOMAC (Western Ontario and McMaster 
Universities) index questionnaire for osteoarthritis of hip and knees, SF – 36 Quality of 
life questionnaire and the patient global assessment of osteoarthritis. All these 
questionnaires will be discussed with you by the study doctor or any study team member 
appointed by the study doctor. These questionnaires have questions regarding your pain, 
mobility, functional status etc. 
 
After all the procedures, if you fulfill all the requirements of the study, the study doctor 
will give you the study medications for 1 week to see if you can consume the medications 
for 1 week regularly. This is known as the run-in period. This will give you a chance to 
get used to the way study medications should be taken during the treatment period.  You 
are not allowed to miss any capsules during this period and depending on how regularly 
you consume your capsules, the study doctor will decide whether you can continue in the 
study or not.  
 
During the participation in the study, you are not allowed to take any other pain 
medications except the medications allowed and specified in the protocol. You can take 
only Paracetamol (type of pain relief medication) which the study doctor will provide. 
This is known as rescue medication. You are allowed to take upto maximum of 8 tablets 
per day of paracetamol. 
 
If you experience very severe pain which does not decrease by taking paracetamol, you 
must inform the same to the study doctor. The doctor will assess your condition and 
decide whether you can continue in the study or you need any other medications to 
decrease your pain. If you are allowed to continue in the study, the doctor will provide 
you with ibuprofen (another type of pain relief medication). You are allowed to take a 
maximum of 4 tablets per day of ibuprofen. In case your doctor feels that you require any 
other medications which are not allowed as per the study, then you will be withdrawn 
from the study and appropriate treatment provided as per standard of care.  
 
You must stop taking both the pain medications (Paracetamol or ibuprofen) atleast 2 days 
(48 hrs) prior to any of your visit to the study site so that a proper assessment of pain can 
be performed during your scheduled study visits. 
 
You will also be given a subject diary and asked to record any side effects of the 
medications, the pain experienced by you each day (using the visual analogue scale for 
pain), any other medications you consume during the study, if you miss any dose of the 
medication - the day you have missed and the reason for the same, the days during which 
you consume paracetamol or ibuprofen and the number of tablets you take per day. 
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The final decision to continue you in the study from visit 2 onwards will taken by the 
doctor after reviewing your laboratory test results, your diary records and the other study 
criteria. After the first visit, you will have to visit the study site for 5 more visits – 
Baseline (Day 0 - Visit 2 – within the 14 days of the first visit), Week 1 (Visit 3), Week 2 
(Visit 4), Week 3 (Visit 5) and End of the study visit (Visit 6 / Week 4).  The site staff 
will discuss your visit schedules with you. 
 
At each visit (visit 2, visit 3, visit 4 and visit 5), the study doctor will check your vital 
signs (heart rate, blood pressure, oral temperature, respiratory rate) and perform the 
examination of the joint considered in the study. The study doctor will ask for any new 
adverse events (any unfavorable and unintended sign including an abnormal laboratory 
finding, symptom or disease associated with the use of a medical treatment or procedure, 
regardless of whether it is considered related to the medical treatment or procedure, that 
occurs during the course of the study) and record any new medications if you are taking. 
All the above mentioned questionnaires will have to be filled by you (VAS for pain, 
WOMAC questionnaire, SF-36 Quality of life questionnaire and Patient Global 
Assessment of osteoarthritis).The study medication, the subject diary and rescue 
medication (paracetamol or ibuprofen) will be given for the next one week.  
 
Visit 6 (4 weeks after visit 2) will be the last visit in the study. During this visit, complete 
examination of your body (including the vital signs and the examination of the joint) will 
be performed. Blood and urine samples will be collected for the laboratory tests. The four 
questionnaires will have to be completed by you. 
 
At the end of each visit, you will have to return any study medications and rescue 
medications which have not been used and the empty bottles of the medication which you 
have used. 
 
If at any time you experience more pain, any adverse events, need more medications etc, 
you have to inform the study doctor. If the doctor feels appropriate, he / she may call you 
for an extra visit other than the above mentioned 6 visits. 
 
Screening Visit/Visit 1  
 
 If you agree to participate in this study, the study doctor will carry out the following 
assessments at this visit 
 

• You will have to sign the Informed consent form 
• Detailed medical and surgical history will be recorded 
• Any medication history  will be recorded 
• Detailed osteoarthritis history will be obtained 
• Your personal history (including any history of alcohol, smoking etc) will be 

recorded 
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• Demographic data (height , weight, BMI – Body mass index {BMI is an index to 
relate the person’s weight to their height and is got by dividing the weight in 
kilograms by height in meter square}) 

• Your  vital signs (heart rate, blood pressure, oral temperature, respiratory rate) 
will be recorded 

• Physical examination  
• Examination of the joint considered in the study  
• Blood and urine samples will be collected for the laboratory investigations 
• Urine pregnancy test will be performed for all females of child – bearing potential 

(females who are capable of becoming pregnant) 
• Assessment of study inclusion and exclusion criteria 
• Certain questionnaires has to be answered by you: 
                               VAS for pain 
                               WOMAC index for OA of hip and knee 
                               SF-36 QOL questionnaire 
                                Patient global assessment of OA 
• The study medication, subject diary and rescue medications will be dispensed to 

you and instructions will be given about the same. 
 

Baseline Visit (Visit 2/ Day 0): 
 
If you are found eligible to continue in the study after Visit 1, you will be invited to 
participate further in the study within 14 days of the Visit 1.  The below procedures will 
be performed during the Baseline visit (Visit 2) 

• The completed subject diary will be reviewed for any adverse events, pain 
experienced by you, any other medications which you have consumed, whether 
you have consumed the study medications on all days and the number of rescue 
medications that you have taken per day 

• Vital signs (heart rate, blood pressure, temperature and respiratory rate) will be 
recorded 

• Examination of the joint will be performed 
• The 4 questionnaires will be answered by you (VAS for pain, WOMAC index for 

osteoarthritis of knee and hip, SF-36 QOL questionnaire and the Patient Global 
Assessment of osteoarthritis) 

• All the criteria for the study will be checked again and your eligibility to the study 
will be decided. 

• The study medication, rescue medications and subject diary will be dispensed to 
you for the next one week 

 
If you do not meet the entry criteria at the baseline visit, then you will not be able to 
continue the study. 
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Visit 3: (Week 1 + 1 day) 
 
You will have to visit the site one week after visit 2 for the Visit 3 assessments. A 
window period of 1 day has been provided for the visit i.e., you can visit the site either on 
the 7th or the 8th day after visit 2  
 
• The completed subject diary will be reviewed for any adverse events, any other 

medications which you have consumed, whether you have consumed the study 
medications on all days and the number of rescue medications that you have taken per 
day 

 

• All the unused medications and the used medication bottles will be collected 

• Vital signs (heart rate, blood pressure, temperature and respiratory rate) will be 
recorded 

• Examination of the joint will be performed 

• The 4 questionnaires will be answered by you (VAS for pain, WOMAC index for 
osteoarthritis of knee and hip, SF-36 QOL questionnaire and the Patient Global 
Assessment of osteoarthritis) 

•  The study medication, rescue medications and subject diary will be dispensed to you 
for the next one week 

 
 
Visit 4: (Week 2 ± 1 day) 
 
The visit 4 assessments will be performed 7 days after the visit 3 (i.e., around 14 days 
after visit 2). For this visit, you have been provided ± 1 day window period i.e., you may 
visit the site between the 6th – 8th days after visit 3. 

• The completed subject diary will be reviewed for any adverse events, any other 
medications which you have consumed, whether you have consumed the study 
medications on all days and the number of rescue medications that you have taken per 
day 

• All the unused medications and the used medication bottles will be collected 

• Vital signs (heart rate, blood pressure, temperature and respiratory rate) will be 
recorded 

• Examination of the joint will be performed 

• The 4 questionnaires will be answered by you (VAS for pain, WOMAC index for 
osteoarthritis of knee and hip, SF-36 QOL questionnaire and the Patient Global 
Assessment of osteoarthritis) 
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• The study medication, rescue medications and subject diary will be dispensed to you 
for the next one week 

 
Visit 5: (Week 3 ± 1 day) 
 
The visit 5 assessments will be performed 7 days after the visit 4. For this visit, you have 
been provided ± 1 day window period i.e., you may visit the site between the 6th – 8th 
day after visit 4. 
 

• The completed subject diary will be reviewed for any adverse events, any other 
medications which you have consumed, whether you have consumed the study 
medications on all days and the number of rescue medications that you have taken per 
day 

• All the unused medications and the used medication bottles will be collected 

• Vital signs (heart rate, blood pressure, temperature and respiratory rate) will be 
recorded 

• Examination of the joint will be performed 

• The 4 questionnaires will be answered by you (VAS for pain, WOMAC index for 
osteoarthritis of knee and hip, SF-36 QOL questionnaire and the Patient Global 
Assessment of osteoarthritis) 

• The study medication, rescue medications and subject diary will be dispensed to you 
for the next one week 

 
Visit 6: End of the study visit (Week 4 ± 1 day) 
 
This is the last visit of the study. This visit will be performed 7 days after visit 5. A 
window period of ± 1 day has been provided for the visit i.e., you may visit the site 
between the 6th – 8th days after visit 5. 
 

• The completed subject diary will be reviewed for any adverse events, any other 
medications which you have consumed, whether you have consumed the study 
medications on all days and the number of rescue medications that you have taken per 
day 

• All the unused medications and the used medication bottles will be collected 

• Vital signs (heart rate, blood pressure, temperature and respiratory rate) will be recorded 

• Complete physical examination will be performed 

• Blood and urine samples will be collected for the laboratory tests 

• Examination of the joint will be performed 
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• The 4 questionnaires will be answered by you (VAS for pain, WOMAC index for 
osteoarthritis of knee and hip, SF-36 QOL questionnaire and the Patient Global 
Assessment of osteoarthritis) 

 
Instructions to all the study participants: 
 

1. During the participation in the study, please ensure that you drink lots of fluids 
(atleast around 2 lts of water per day) 

2. Please do not use any pain medications (tablets / ointments etc) during your study 
period without the prior knowledge of the study doctor. 

3. Please stop consuming the rescue medications (paracetamol or ibuprofen) 2 days 
(24 hrs) prior to any study visit to the site 

4. If you are a female of child bearing potential or a male whose partner /spouse is of 
child bearing potential, you should use adequate contraception or should remain 
abstinent during the entire study period. 

5. Please remember to bring all the unused study medication and rescue medications 
and the used medication bottles to the site during each study visit.   

 
Reasons that the study doctor may decide to take you off this study  
 
Under certain circumstances it is possible that your study doctor or the Sponsor of the study 
may decide that you should be withdrawn early without your prior consent.  This may 
happen for the following reasons: 
 

a. If you suffer from significant illness or need surgery during the course of the 
study where participation in the study will cause risk for you 

b. If you experience adverse events due to the study medication 

c. If you fail to comply with the study requirements  

d. If you consume any medications which are not supposed to be taken as per the 
study requirements. 

e. If it is necessary to further protect your health or the integrity of the study 

f. If you get pregnant during your participation in the study 

g. Repeated and frequent non-adherence to study medication 

h. The study is terminated by Sponsor or Independent Ethics Committees (IEC)/ 
Institutional Review Board 

 



Study Drug: Arthronat  
Protocol Number:  MA-CT-10-002                                                              
ICF Version No.: 1.0   
Version Date: 17 May 2010 
             

 

______________________________________________________________________________________ 
 MA-CT-10-002   Screening number:                                        Page 11 of 16 
 

You are free to drop out from the study at any time at your will and you can choose not to 
receive the study medication after signing the consent.  To drop out, you must notify the 
study doctor.  If you decide to withdraw from the research and the procedures, you will 
be asked about the reason(s) for your discontinuation and about the presence of any 
adverse events.  You will be seen and assessed by the study doctor/staff. 
 

7. RISKS, DISCOMFORTS AND PRECAUTIONS ASSOCIATED WITH 
PARTICIPATION IN THIS STUDY 

 
The most common side effect of the study drug which you may experience is diarrhea 
(frequent episodes of watery loose stools). This is mainly observed the first day you will 
take the study medication and is self resolving (i.e., no medications are required to stop 
it). However if you experience severe diarrhea for more than 1 day with any other 
associated symptoms (weakness, giddiness etc) please report the same to the study 
doctor. 
 
During your participation in the study, if you experience any other side effects or 
discomforts please report them to the study doctor. 
 
Blood Draw Risks 
 
Using a needle to remove blood from vein (channel which carries blood in the body) is 
called “a blood draw”.  It may be necessary to try to draw blood more than once.  In this 
study, blood sample will be collected during visit 1 and visit 6 and at any time the study 
doctor feels the need to perform any laboratory investigations (as in case of any adverse 
events).  
 
A total of 9 mL (around 2 teaspoons) of blood will be collected for the laboratory tests. 
You may experience some pain and / or swellings in your arm during needle prick and 
from having blood drawn.  These reactions are usually harmless, or of short duration and 
limited to a feeling of weakness, accompanied by sweating, slowing of heartbeats, and a 
decrease in blood pressure. 
 

8. REPRODUCTIVE RISKS 
 

No documented evidence has been found for any risks and side effects to the pregnant 
women or the unborn child. However since no clinical trials have been conducted to 
check for any reproductive risks, pregnant / lactating (mothers who are breast feeding the 
babies) females are not being included in the study.  
  
If you are a female of the child bearing potential (able to become pregnant), and if you 
plan to become pregnant during the course of the study or become pregnant when you are 
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participating in the study or breast feeding your child at the time of starting the study, 
please inform the study doctor. 
 
If you are a female of child bearing potential, you will need to use adequate contraception 
(oral contraceptives; contraceptive patches/rings/implants/injected; Norplant®; Depo-
Provera®; barrier methods (e.g., condom and spermicide); IUD) or should remain 
abstinent during the entire duration of your participation in the study. 
 
If you are a male and if your spouse / partner is of child bearing potential either of you 
need to use adequate methods of contraception or need to remain abstinent during the 
study participation.  During this period, if your partner / spouse becomes pregnant, you 
should report the same to the study doctor. ,   
 

9. BENEFITS 
 
If you agree to take part in this study, there may be a direct medical benefit to you.  The 
study drugs may reduce the pain at the joints.  Your condition may improve, however, 
this cannot be guaranteed.  We hope the information learned from this study will benefit 
other patients with in the future. 
 
Instead of being in this study, you have these options:  
 
a. Exercise, which helps to maintaining the weight, increase the flexibility of joints 

and thereby reduce the pain 
b. You can apply heat or cold to the affected joints, massaging the affected area, or use 

device like canes, braces, splints etc. 
c. Drugs like paracetamol (drug used to reduce pain), and other pain killers can be 

used 
d. Alternate treatments such as supplementation with vitamins, antioxidants or 

acupuncture etc 
e. Surgery can be done which includes removal of loose parts of the bone, and for 

replacing the joints 
 

10. CONFIDENTIALITY 
 

The sponsor personnel (monitors, etc.), the auditor(s), the ethics committees and the 
regulatory authority (ies) will be granted direct access to your original medical records 
and other protected history information (PHI) for verification of clinical trial procedures 
and data, these without violating your rights of confidentiality, to the extent permitted by 
the applicable laws and regulations.  By signing this written informed consent form, you 
are authorizing such access. If the results of the trial are published, your identity will 
remain confidential. 
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11. COST TO THE PATIENTS 
It is intended that your participation in this study will not result in any extra costs to you. 
There will be no cost to you for any of the trial related tests or procedures involved in this 
study. 
 

12. COMPENSATION FOR INJURY 
If you are taken ill or are injured resulting directly from participation in this study the 
sponsor will make available to you reasonable medical treatments. The study sponsor 
agrees to pay all medical expenses necessary to treat such injury (1) to the extent you are 
not otherwise reimbursed by medical insurance and (2) provided you have followed the 
directions of the investigator(s). No other compensation will be made available from the 
study sponsor. 
 

13. PAYMENT FOR PARTICIPATION 
You will not be paid any compensation for participating in the study 
Your participation in this study is voluntary. You may choose not to take part or may 
leave the study at any time. Leaving the study will not result in any penalty or loss of 
benefits to which you are entitled. 
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14. NEW FINDINGS 
 

As the study progresses we will inform you about any new information that may affect 
your health, welfare, or willingness to stay in this study. You may contact the study 
doctor at any time after your withdrawal to find out if any new information about this 
study has become available. 
 
For questions about your rights as a research participant, contact the ____________ 

____________ (NAME OF CENTER) Independent Ethics Committee/Institutional 

Review Board (which is a group of people who review the research to protect your rights) 

at __________________________________________________________ (ADDRESS), 

___________________________ (TELEPHONE NUMBER).  

 

For questions about the study or a research-related injury, contact the researcher 

__________________ (NAME{S}) at _____________________________ (ADDRESS), 

______________________ (TELEPHONE NUMBER). 

 

If you agree to participate in this study, you will be given a copy of this consent form 
after it is signed and dated. 

 



Study Drug: Arthronat  
Protocol Number:  MA-CT-10-002                                                              
ICF Version No.: 1.0   
Version Date: 17 May 2010 
             

 

______________________________________________________________________________________ 
 MA-CT-10-002   Screening number:                                        Page 15 of 16 
 

CONSENT 

Study Title: A Randomized, Double Blind, Parallel Group, Placebo Controlled Study To 
Evaluate The Safety And Efficacy Of Arthronat In Subjects With Painful Osteoarthritis 
Of Hips, Knees, Shoulders, Neck Or Wrists. 

Study code: MA-CT-10-002 

Subject’s Initials: _________________                        Subject’s Name: ____________ 

Date of Birth/Age: __________________ 

* Please sign (patient) the boxes provided above 

(i)  I confirm that I have read and understood the information sheet 
dated ___________ for the above study and have had the 
opportunity to ask questions and have received satisfactory 
answers. 

[           ]* 

(ii)  I understand that my participation in the study is voluntary and 
that I am free to withdraw at any time, without giving any reason, 
without my medical care or legal rights being affected.  

[           ]* 

(iii)  I understand that the Sponsor of the clinical trial, others working 
on the Sponsor’s behalf, the Ethics Committee and the regulatory 
authorities will not need my permission to look at my health 
records both in respect of the current study and any further 
research that may be conducted in relation to it, even if I withdraw 
from the trial. I agree to this access. However, I understand that 
my identity will not be revealed in any information released to 
third parties or published.  

[           ]* 

(iv)  I agree not to restrict the use of any data or results that arise from 
this study provided such a use is only for scientific purpose(s)  

[           ]* 

(vi)  I agree to take part in the above study.  [           ]* 
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All the above has been explained to me in the language I know. 
 
 
 
        Date: _____/_____/______    
Signature (or Thumb impression) of the Patient  
 
 
 
   
Signatory’s Name 
 
 
 
        Date: _____/_____/______ 
Signature of Person Administering  
Informed Consent Discussion 
 
 
 
   
Name of Person Administering  
Informed Consent Discussion 
 
 
        Date: _____/_____/______ 
Signature of Impartial Witness   
 
 
  
Name of Impartial Witness 
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Translated from English to Hindi on 28 May 2010 

रोगी रोगी रोगी रोगी सचूनासचूनासचूनासचूना    औरऔरऔरऔर    सहमितसहमितसहमितसहमित    �प��प��प��प�    ((((फ़ॉम�फ़ॉम�फ़ॉम�फ़ॉम�))))    

अ�ययनअ�ययनअ�ययनअ�ययन    काकाकाका    शीष�कशीष�कशीष�कशीष�क    

कू�ह�कू�ह�कू�ह�कू�ह�, घुटन�घुटन�घुटन�घुटन�, कंध�कंध�कंध�कंध�,    गद�नगद�नगद�नगद�न यायायाया    कलाईकलाईकलाईकलाई    केकेकेके    दद�दद�दद�दद�नाकनाकनाकनाक    ऑि(टयोआथ�राइ,टसऑि(टयोआथ�राइ,टसऑि(टयोआथ�राइ,टसऑि(टयोआथ�राइ,टस    वालेवालेवालेवाले    �ितभािगय��ितभािगय��ितभािगय��ितभािगय�    म/म/म/म/    आ01आ01आ01आ01नॅननॅॅनॅटटटट क3क3क3क3 सरु4ासरु4ासरु4ासरु4ा    औरऔरऔरऔर    
�भािवकता�भािवकता�भािवकता�भािवकता    काकाकाका    म�ूयाकंनम�ूयाकंनम�ूयाकंनम�ूयाकंन    करनेकरनेकरनेकरने    केकेकेके    िलएिलएिलएिलए    एकएकएकएक    याद7ृछकृतयाद7ृछकृतयाद7ृछकृतयाद7ृछकृत, दोहरादोहरादोहरादोहरा अ9ातअ9ातअ9ातअ9ात, समानातंरसमानातंरसमानातंरसमानातंर    समहूसमहूसमहूसमहू, :लॅिसबो:लॅिसबो:लॅिसबो:लॅिसबो िनयंि�तिनयंि�तिनयंि�तिनयंि�त    अ�ययन।अ�ययन।अ�ययन।अ�ययन। 

अ�ययनअ�ययनअ�ययनअ�ययन    कोडकोडकोडकोड    ::::    एमएएमएएमएएमए----    सीटीसीटीसीटीसीटी-१०१०१०१०-००२००२००२००२    

�ायोजक�ायोजक�ायोजक�ायोजक    
रोवताशा 

३५/१०४, �कग िविलयम ��ीट 
बेसवाटर– ६०५३ 

पि�मी ऑ��ेिलया    
स(ंकरणस(ंकरणस(ंकरणस(ंकरण: ११११.०००० 
 
आईईसीआईईसीआईईसीआईईसी    (वीकृित(वीकृित(वीकृित(वीकृित    क3क3क3क3    ितिथितिथितिथितिथ:::: 
 
अ�ययनअ�ययनअ�ययनअ�ययन    िचDकEसकिचDकEसकिचDकEसकिचDकEसक:::: 
 

(थल(थल(थल(थल: 

 

अ�ययनअ�ययनअ�ययनअ�ययन सेससेेस ेसबंिंधतसबंिंधतसबंिंधतसबंिंधत फ़ोफ़ोफ़ोफ़ोनननन नबंरनबंरनबंरनबंर: 
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Translated from English to Hindi on 28 May 2010 

रोिगरोिगरोिगरोिग    सचूनासचूनासचूनासचूना    प�प�प�प�    

११११.... सिूचत सहमित सिूचत सहमित सिूचत सहमित सिूचत सहमित �प� �प� �प� �प� का �योजनका �योजनका �योजनका �योजन    
आपको एक िच"क#सालयीय परी$ण (एक 'कार का शोध अ*ययन) म- भाग लेने के िलए आमंि0त "कया जा रहा ह3। 
िच"क#सालयीय परी$ण केवल उन रोिगय6 को शािमल करत े ह3 जो इसम- भाग लेने का चयन करते ह3। आपको 
अ*ययन िच"क#सक या अ*ययन कम8चारी 9ारा इस परी$ण म- सि:मिलत क; गई सभी '"=या> के बारे म- िव�तार 
से बताया जाएगा। कृपया �वयं अपना िनण8य लेने के िलए अपना समय ल-, इसक; अपने िम06 और पAरवार के साथ 
चचा8 कर-। इस सहमित 'प0 म- ऐसे शDद हो सकते ह3 िजनको आप नहF समझते ह6, कृपया अ*ययन िच"क#सक या 
अ*ययन कम8चारी से उन शDद6 या जानकारी क; HाIया करने के िलए कह- िजनको आप �पJ Kप से नहF समझते ह3। 
इससे पहले "क आप इस अ*ययन म- भाग लेने के िलए राज़ी होते ह3, आपको इस अ*ययन म- आपक; भागीदारी से 
आपके िलए उ#पM होने वाले खतर6 और लाभ6 के बारे म- जानने क; आवOयकता ह,ै िजससे "क आप इस बारे म- एक 
सूिचत िनण8य ले सकते ह3 "क Rया भाग लेना ह ैया नहF। इसको "सूिचत सहमित" के Kप म- जाना जाता ह।ै 
आपको इस अ*ययन म- भाग लेने के िलए आमंि0त "कया जा रहा ह ैRय6"क आप अ*ययन के कसौटी को पूरा कर सकत े
ह3 और अ*ययन म- भाग लेने के िलए सुपा0 बन सकते ह3। 
एक बार जब आप अ*ययन और उन परी$ण6 के बारे म- जान जाते ह3 िजसे "कया जाएगा, तो आपसे इस अ*ययन म- 
शािमल होने हतेु इस 'प0 पर ह�ता$र करन े के िलए कहा जाएगा। इस अ*ययन म- भाग लेने का आपका िनण8य 
�वैिVछक ह।ै इसका अथ8 ह ै"क आप यह िनण8य लेन ेके िलए �वतं0 ह3 "क Rया इस अ*ययन म- भाग लेना ह ैया नहF 
लेना ह।ै 
२२२२.... प,रचयप,रचयप,रचयप,रचय    
ऑि�टयोआथ8राइAटस शरीर के जोड़6 क; $ित को सि:मिलत करने वाला एक रोग ह।ै जोड़ शरीर का वह भाग ह ैजहाँ 
दो या अिधक हिZयाँ िमलती ह3। ऑि�टयोआथ8राइAटस म- उपाि�थ (काट8िलज) (उपाि�थ ग[ी क; तरह शरीर का ऊतक 
ह ैजो हिZय6 के बीच म- पाया जाता ह)ै क; एक बढ़ने वाली $ित भी सि:मिलत होती ह।ै यह आपके जोड़6 म- दद8, 
सूजन और घटे _ए चालन का कारण बनता ह।ै यह "कसी जोड़ म- हो सकता ह,ै परंतु 'चिलत Kप से यह हाथ6, घुटन6, 
कू`ह6 या रीढ़ को 'भािवत करता ह।ै 
ओए को आम तौर से उन मिहला> म- अिधक दखेा जाता ह ैजो ५० साल से अिधक आयु क; ह,ै िजनका वजन अिधक 
ह,ै िजनको जोड़ क; कोई िपछली चोट या श`य"=या _ई ह,ै ऑि�टयोआथ8राइAटस का पाAरवाAरक इितहास ह,ै िजनको 
मधुमेह ह ै(रोग िजसका पAरणाम रb म- शक8 रा क; वृिc होती ह)ै आ"द, 

३३३३.... अ�ययनअ�ययनअ�ययनअ�ययन    केकेकेके    �योजन�योजन�योजन�योजन    

यह अ*ययन कू`ह,े घुटने, कंध6, गद8न या कलाईय6 के दद8नाक ऑि�टयोआथ8राइAटस वाले 'ितभािगय6 म- आdeनटॅ क; 
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'भाव और सुर$ा का मू`यांकन करन े के िलए रचा गया ह।ै यह अ*ययन इसका परी$ण करेगा "क Rया आdeनॅट 
असल म- आपके दद8 को कम कर सकता ह ैऔर आपक; गितशीलता को सुधार सकता ह।ै 
४४४४.... जाचँाधीनजाचँाधीनजाचँाधीनजाचँाधीन    उEपादउEपादउEपादउEपाद    क3क3क3क3    जाजाजाजानकारीनकारीनकारीनकारी 
जाँचाधीन उ#पाद आdeनॅट ह।ै आdeनॅट एक पौषिणक पAरपूरक ह ै िजसने ऑि�टयोआथ8राइAटस के उपचार म- 
आशाजनक 'भाव6 को "दखाया ह।ै 
आdeनॅट नमक;न पानी क; मछिलय6 के "ओटोिलhस” से िलया गया ह।ै ओटोिलhस मछली के भीतरी कान म- कैि`शयम 
काबeनेट और िजलेAटनस मैA�Rस से बने _ए छोटे कण होते ह3। 
दवा कैसे काम करती ह ै इसक; सटीक तकनीक अभी तक iात नहF ह।ै इसको दद8नाक ऑि�टयोआथ8राइAटस वाले 
रोिगय6 म- िपछले १० साल6 से 'योग "कया गया ह ैऔर इसने िवशेष Kप से ह`के से म*यम ऑि�टयोआथ8राइAटस 
वाले रोिगय6 म- िजjह6ने �टेरॉयड (दवा का एक 'कार जो आम तौर पर ऑि�टयोआथ8राइAटस के उपचार के िलए 
"दया जाता ह)ै कभी नहF िलया ह,ै,,, उनम- दद8 और गितशीलता के मह#वपूण8 सुधार "दखाया ह।ै इसको जोड़6 के दद8 और 
सूजन (िजस तरह से शरीर "कसी चोट या िचड़िचड़ाहट या सं=मण के 'ित 'ित"=या करता ह)ै को कम करता _आ 
पाया गया ह।ै 
अ*ययन म- २ उपचार समूह ह3। 

१. आdeनॅट - अ*ययन दवा  
२. nलॅिसबो- अ*ययन म- एक nलॅिसबो का भी 'योग "कया जाएगा। nलॅिसबो एक िनिo=य त#व ह ै िजसम- 

अ*ययन दवा का कोई गुण नहF होता ह,ै "फर भी यह अ*ययन दवा के समान "दखती ह।ै इसको अ*ययन म- 
अ*ययन दवा के 'भािवकता को समझने के िलए 'योग "कया जाता ह ै

अ*ययन म- आपक; भागीदारी के दौरान, आपको या तो आdeनॅट या nलॅिसबो समूह म- यादVृछ 'कार से आवंAटत 
"कया जा सकता ह।ै 
आdeनॅट और nलॅिसबो दोन6 ही कैnसूल के Kप म- ह3। आपको ५ सqाह6 के िलए एक "दन म- दो बार (या तो आdeनॅट 
या nलॅिसबो के) ३ कैnसूल अथा8त, 'ित "दन ६ कैnसूल को लेने क; आवOयकता होगी। 
पूरे कैnसूल को पानी के साथ िनगल िलया जाना चािहए और कुचलना या चबाना नहF चािहए। 
जब एक बार आपको अ*ययन म- नामां"कत "कया जाता ह,ै तो आपको या तो आdeनटॅ या nलॅिसबो (िनिo=य पदाथ8) 
म- आवंAटत और अनुपात १:१ म- यादVृछकृत "कया जाएगा। 

• आdeनॅट – ४० 'ितभागी एक "दन म- दो बार ५०० िमलीrाम के ३ कैnसूल (१५०० िमलीrाम) (कुल ६ 
कैnसूल/ "दन) खुराक को 'ाq कर-गे। 
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• nलॅिसबो – ४० 'ितभागी एक "दन म- दो बार ३ कैnसूल (कुल ६ कैnसूल/ "दन) को 'ाq कर-गे। 
५५५५.... अ�ययनअ�ययनअ�ययनअ�ययन    क3 सरंचनाक3 सरंचनाक3 सरंचनाक3 सरंचना    
यह अ*ययन मिणपाल एRयूनोवा 9ारा आयोिजत "कया जा रहा ह।ै आपको अ*ययन म- एक संभािवत भागीदार माना 
जाएगा य"द आप अ*ययन क; आवOयकता> को पूरा करते ह3 जैसा अ*ययन िच"क#सक 9ारा िनधा8Aरत "कया गया ह।ै 
आप ८० 'ितभािगय6 म- से एक ह6गे य"द आपको अ*ययन म- नामां"कत "कया जाता ह।ै अ*ययन क; अपेि$त अविध 
५ सqाह6 के आसपास ह।ै 
आपको िनuिलिखत मुलाकात6 के िलए �थल पर आना होगा: 

a. �=;wनग/मुलाकात १ ('थम मुलाकात) 
b. बेसलाइन/मुलाकात २ ("दन ०) (मुलाकात १ के १४ "दन6 के भीतर) 
c. मुलाकात ३ (बेसलाइन मुलाकात के १ सqाह बाद) 
d. मुलाकात ४ (बेसलाइन मुलाकात के २ सqाह बाद) 
e. मुलाकात ५ (बेसलाइन मुलाकात के ३ सqाह बाद) 
f. मुलाकात ६ (बेसलाइन मुलाकात के ४ सqाह बाद) (यह अ*ययन क; अंितम मुलाकात ह)ै 

वत8मान मुलाकात को �=;wनग मुलाकात के Kप म- जाना जाता ह ैिजसके दौरान अ*ययन िच"क#सक िविभM कसौटी 
क; जाँच कर-गे और िनण8य ल-गे "क Rया आप अ*ययन म- भाग ले सकते ह3। य"द आपको अ*ययन म- भाग लेने के योxय 
पाया जाता ह,ै तो आपको दो उपचार समूह6 म- से एक म- "यादVृछकृत" "कया जाएगा। यादVृछकरण का अथ8 ह ै "क 
आपको एक समूह म- संयोग 9ारा रखा जाता ह।ै न तो आप और न ही अ*ययन िच"क#सक इसका चयन कर-गे "क आप 
"कस समूह म- ह6गे या जान-गे "क अ*ययन के दौरान आप "कस समूह म- ह3। 
उपचारउपचारउपचारउपचार    शाखाशाखाशाखाशाखा �ितभािगय��ितभािगय��ितभािगय��ितभािगय�    क3क3क3क3    

सMंयासMंयासMंयासMंया 
अविधअविधअविधअविध खरुाकखरुाकखरुाकखरुाक 

आdeनॅट ४० ५ सqाह एक "दन म- दो बार ३ कैnसूल 
nलॅिसबो ४० ५ सqाह एक "दन म- दो बार ३ कैnसूल 

६६६६.... अ�ययन �DOयाअ�ययन �DOयाअ�ययन �DOयाअ�ययन �DOया    
अ*ययन कू`ह,े घुटने, कंध6, गद8न, या कलाईय6 के दद8नाक ऑि�टयोआथ8राइAटस वाले 'ितभािगय6 म- आdeनॅट के 
'भाव और सुर$ा का मू`यांकन करेगा। 
अ*ययन क; जन समुदाय म- दोन6 म- से "कसी wलग वाले, १८ वष8 या अिधक आयु के रोगी शािमल ह6गे िजनका कू`ह6, 
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घुटन6, कंध6, गद8न या कलाईय6 के ऑि�टयोआथ8राइAटस का िनदान "कया जाता ह।ै अ*ययन से संबंिधत "कjहF 
'"=या> या मू`यांकन को करन े से पहले आपसे �=;wनग पर सूिचत सहमित को 'ाq "कया जाएगा। यह दखेन ेके 
िलए �=;wनग आँकलन6 को "कया जाएगा "क Rया आप अ*ययन म- भाग लेने के िलए योxय ह3। 
एक िववरणयुb िच"क#सा और श`य िच"क#सा/सजyकल इितहास ("कjहF िपछली िच"क#सा दशा> का इितहास 
िजनसे आप पीिड़त हो सकत ेह3 या "कjहF श`य िच"क#सा> के िववरण िजनको आपने करवाया हो सकता ह)ै िलया 
जाएगा। ऑि�टयोआथ8राइAटस का एक िववरणयुb इितहास िलया जाएगा। zदय गित, रb चाप, तापमान और 
{सन दर को Aरकॉड8 करने के साथ एक पूरा परी$ण "कया जाएगा। य"द आप एक से अिधक जोड़ म- 
ऑि�टयोआथ8राइAटस से पीिड़त ह3, तो अ*ययन के समावेशन/ अपवज8न कसौटी के अनुसार अ*ययन िच"क#सक 
अ*ययन के िलए सबसे उपयुb जोड़ का चयन कर-गे। 
रोगयुb जोड़ का एRस-रे िलया जाएगा। 'योगशाला परी$ण - |िधर िवiान (हीमेटोलजी),,,, जैव रसायन और मू0 
िव}ेषण (ये रb और मू0 परी$ण6 के 'कार ह3) के िलए रb और मू0 के नमून6 को एक0 "कया जाएगा। य"द आप 
संतानो#पि~ क; $मता वाली एक मिहला ह3 (य"द आप गभ8वती बनने म- स$म ह3), तो मू0 गभा8व�था परी$ण "कया 
जाएगा (और आपको अ*ययन म- भाग लनेे के िलए िसफ8  तभी अनुमित दी जाएगी य"द परी$ण नकारा#मक आता ह ै
िजसका अथ8 ह ै"क य"द आप गभ8वती नहF ह3) 
अ*ययन म- आपक; भागीदारी के दौरान, आपको ४ '�ाविलय6 के उ~र दनेे हो सकते ह3 जैसे "क दद8 के िलए िवज़�अल 
एनालॉग �केल (वीएएस), कू`ह ेऔर घुटन ेके ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी (वे�टन8 >टाAरयो एडं 
एमसी मा�टर यूिनव�सटीज़) सूचकांक, एस एफ - ३६ जीवन क; गुणव~ा '�ावली और ऑि�टयोआथ8राइAटस का 
वैि{क रोगी आँकलन। इन सभी '�ाविलय6 क; अ*ययन िच"क#सक या अ*ययन िच"क#सक 9ारा िनयुb "कए गए 
अ*ययन दल के "कसी सद�य 9ारा आपके साथ चचा8 क; जाएगी। इन '�ाविलय6 म- आपके दद8, गितशीलता, 
काया8#मक ि�थित आ"द के बारे म- '� ह3। 
सभी '"=या> के बाद, य"द आप अ*ययन क; सभी आवOयकता> को पूरा करते ह3, तो यह दखेने के िलए "क Rया 
आप दवा> को १ सqाह के िलए िनयिमत Kप से ल ेसकते ह3,,,, अ*ययन िच"क#सक आपको १ सqाह के िलए अ*ययन 
दवा द-गे। इसको रन-इन अविध के Kप म- जाना जाता ह।ै यह आपको आदत डालन ेक; एक मौका दगेी "क "कस तरह 
से उपचार अविध के दौरान अ*ययन दवा> को िलया जाना चािहए। इस अविध के दौरान आप "कसी भी कैnसूल को 
लेना छोड़ नहF सकते और इसके आधार पर "क आप अपनी कैnसूल6 का "कतने िनयिमत Kप से लेते ह3, अ*ययन 
िच"क#सक िनण8य ल-गे "क Rया आप अ*ययन म- जारी रह सकत ेह3 या नहF। 
अ*ययन म- भाग लेन ेके दौरान, आपको 'ोटोकॉल म- दी गई और सपJ Kप से बताई गई दवा> के अितAरb दद8 क; 
"कjहF अjय दवा> को लनेे क; अनुमित नहF ह।ै आप केवल पैरासीटामॉल (दद8 से राहत क; दवा का 'कार) ले सकत े
ह3 जो अ*ययन िच"क#सक 'दान कर-गे। इसको राहत दवा के Kप म- जाना जाता ह।ै आपको पैरासीटामॉल क; 'ित "दन 
अिधकतम ८ गोिलय6 तक लनेे क; अनुमित ह।ै 
य"द आप ब_त गंभीर दद8 का अनुभव करत ेह3 जो पैरासीटामॉल लेने से कम नहF होता ह,ै तो आपको इसके बारे म- 
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अ*ययन िच"क#सक को अवOय ही बताना चािहए। िच"क#सक आपक; ि�थित का आँकलन कर-गे और िनण8य ल-गे "क 
Rया आप अ*ययन म- जारी रह सकते ह3 या आपको अपने दद8 को कम करने के िलए "कjहF अjय दवा> क; 
आवOयकता ह।ै य"द आपको अ*ययन म- जारी रहने क; अनुमित दी जाती ह,ै तो िच"क#सक आपको आईDयू'ोफ़ेन (दद8 
से राहत क; दवा का एक अjय 'कार) द-गे। आपको आईDयू'ोफ़ेन क; 'ित "दन ४ अिधकतम गोिलय6 को लेने क; 
अनुमित ह।ै इस 'करण म- जब आपके िच"क#सक को लगता ह ै "क आपको "कjहF अjय दवा> क; आवOयकता ह ै
िजनक; अ*ययन के अनुसार अनुमित नहF ह,ै तो आपको अ*ययन से हटा "दया जाएगा और दखेभाल के मानक के 
अनुसार उिचत उपचार "दया जाएगा। 
अ*ययन �थल पर आपके "कसी भी मुलाकात से कम से कम २ "दन (४८ घंटे) पहले आपको दद8 क; दोन6 दवा> 
(पैरासीटामॉल या आईDयू'ोफ़ेन) को लेना अवOय ही बंद कर दनेा चािहए िजससे "क आपक; अनुसूिचत अ*ययन 
मुलाकात के दौरान दद8 का उिचत आँकलन "कया जा सकता ह।ै 
आपको एक 'ितभागी डायरी भी दी जाएगी और दवा> के "कjहF पा{8'भाव6, आपके 9ारा हर "दन अनुभव "कया 
गया दद8 (दद8 के िलए िवज़�अल एनालॉग �केल का 'योग करके), "कjहF अjय दवा> िजनको आप अ*ययन के दौरान 
लेते ह3, य"द आपसे दवा क; कोई खुराक छूट जाती ह ै– वह "दन जब आपसे यह छूटी थी और छूटने का कारण, िजन 
"दन6 के दौरान आप पैरासीटामॉल या आईDयू'ोफ़ेन को लेते ह3 और 'ित "दन ली गई गोिलय6 क; संIया, को Aरकॉड8 
करने के िलए कहा जाएगा। 
मुलाकात २ के बाद से आपको अ*ययन म- जारी रखन ेका अंितम िनण8य िच"क#सक 9ारा आपके 'योगशाला परी$ण 
के पAरणाम6, आपक; डायरी के Aरकॉड� और अ*ययन के अjय कसौAटय6 क; समी$ा करने के बाद िलया जाएगा। 
पहली मुलाकात के बाद, आपको ५ और मुलाकात6 के िलए अ*ययन �थल पर िमलने आना होगा - बेसलाइन ("दन ०- 
पहली मुलाकात २ - पहली मुलाकात के १४ "दन6 के भीतर), सqाह १ (मुलाकात ३), सqाह २ (मुलाकात ४), सqाह 
३ (मुलाकात ५) और अ*ययन के समापन क; मुलाकात (मुलाकात ६/ सqाह ४)। �थल कम8चारी आपक; मुलाकात के 
काय8=म6 पर आपके साथ चचा8 कर-गे। 
'#येक मुलाकात पर (मुलाकात २, मुलाकात ३, मुलाकात ४ और मुलाकात ५), अ*ययन िच"क#सक आपके जैिवक 
िच�न6 (zदयगित, रbचाप, मौिखक तापमान, {सन दर) क; जाँच कर-गे और अ*ययन के उ[Oेय के िलए जोड़ का 
परी$ण कर-गे। अ*ययन िच"क#सक "कjहF नई 'ितकूल घटना> (कोई 'ितकूल और अवांिछत िच�न िजसम- "कसी 
िच"क#सा उपचार या '"=या के 'योग के साथ जुड़ा कोई असामाjय 'योगशाला खोज, ल$ण या रोग सि:मिलत ह,ै 
इसक; परवाह "कए िबना "क Rया इसको िच"क#सा उपचार या '"=या से संबंिधत माना जाता ह,ै जो अ*ययन के 
दौरान होता ह)ै के िलए पूछ-गे और "कjहF नई दवा> को Aरकाड8 कर-गे य"द आप ल ेरह ेह3। सभी उपरोb उ`लेिखत 
'�ाविलय6 को आपके 9ारा भरा जाएगा (दद8 के िलए वीएएस, डD`यू ओ एम ए सी '�ावली, एस एफ-३६ जीवन 
क; गुणव~ा '�ावली और ऑि�टयोआथ8राइAटस का रोगी वैि{क आँकलन)। अगले एक सqाह के िलए अ*ययन दवा, 
'ितभागी डायरी और राहत दवा (पैरासीटामॉल या आईDयू'ोफ़ेन) को "दया जाएगा। 
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मुलाकात ६ (मुलाकात २ के ४ सqाह बाद), अ*ययन क; अंितम मुलाकात होगी। इस मुलाकात के दौरान, आपके 
शरीर का पूरा परी$ण (जैिवक िच�न6 और जोड़ के परी$ण सिहत) "कया जाएगा। 'योगशाला परी$ण6 के िलए रb 
और मू0 के नमून6 को एक0 "कया जाएगा। आपको चार '�ाविलय6 को पूरा करना होगा। 
'#येक मुलाकात के अंत म- आपको उन अ*ययन दवा> और राहत दवा> िजनका आपने 'योग नहF "कया ह ैऔर दवा 
िजसका आपने 'योग "कया ह,ै,,, क; खाली बोतल6 को वापस करना होगा। 
य"द "कसी समय आप अिधक दद8, "कjहF 'ितकूल घटना> का अनभुव करते ह3, अिधक दवा> क; आवOयकता होती 
ह,ै आ"द, तो आपको अ*ययन िच"क#सक को सूिचत करना ह।ै य"द िच"क#सक को ठीक लगता ह,ै तो वह आपको ऊपर 
उ`लेिखत ६ मुलाकात6 के अलावा एक अितAरb मुलाकात के िलए बुला सकते ह3। 
(O3Pनग(O3Pनग(O3Pनग(O3Pनग    मलुाकातमलुाकातमलुाकातमलुाकात//// मलुाकातमलुाकातमलुाकातमलुाकात    ११११ 

य"द आप इस अ*ययन म- भाग लेने के िलए राज़ी होते ह3, तो अ*ययन िच"क#सक इस मुलाकात म- िनuिलिखत 
आँकलन6 को कर-गे 

• आपको सूिचत सहमित 'प0 पर ह�ता$र करना होगा 
• िच"क#सा और श`य िच"क#सा के िववरणयुb इितहास को Aरकॉड8 "कया जाएगा 
• दवा के "कसी इितहास को Aरकॉड8 "कया जाएगा 
• ऑि�टयोआथ8राइAटस के िववरणयुb इितहास को 'ाq "कया जाएगा 
• आपके Hिbगत इितहास (शराब, धू�पान आ"द के "कसी इितहास सिहत) को Aरकॉड8 "कया जाएगा 
• जनसांिIयक;य आँकड़ े(कद, वजन, बी एम आई - शारीAरक दHृमान सूचकांक {बीएमआई Hिb के वजन 

को उसके कद से संबंिधत करने के िलए सूचकांक ह ैऔर "कलोrाम म- वजन को वग8 मीटर म- कद से 
िवभािजत करके 'ाq "कया जाता ह}ै) 

• आपके जैिवक िच�न6 (zदय गित, रb चाप, मौिखक तापमान, {सन दर) को Aरकॉड8 "कया जाएगा 
• शारीAरक परी$ा 
• अ*ययन के उ[Oेय के िलए जोड़ का परी$ण 
• 'योगशाला जांच6 के िलए रb और मू0 के नमून6 को िलया जाएगा 
• संतानो#पि~ क; $मता वाली सभी मिहला> (मिहलाए ँ जो गभ8वती बनने के स$म ह3) के िलए मू0 

गभा8व�था परी$ण "कया जाएगा 
• अ*ययन के समावेशन और अपवज8न कसौAटय6 का आँकलन 
• कुछ '�ाविलय6 के आपके 9ारा उ~र "दए जाने ह3 
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दद8 के िलए वीएएस 
घुटने और कू`ह ेके ओ ए के िलए डD`यू ओ एम ए सी सूचकांक 
एस एफ-३६ Rयू ओ एल '�ावली 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन 

• अ*ययन दवा, 'ितभागी डायरी और राहत दवा> को आपको "दया जाएगा और इनके बारे म- िनद�श "दए 
जाएगेँ। 

बसेलाइनबसेलाइनबसेलाइनबसेलाइन    मलुाकातमलुाकातमलुाकातमलुाकात    ((((मलुाकातमलुाकातमलुाकातमलुाकात २२२२/ / / / DदनDदनDदनDदन    ००००):):):): 
य"द मुलाकात १ के बाद आप अ*ययन म- जारी रहन े के योxय पाए जाते ह,ै तो मुलाकात १ के १४ "दन के अंदर 
आपको इस अ*ययन म- आगे भाग लेने के िलए आमंि0त "कया जाएगा। बेसलाइन मुलाकात (मुलाकात २) के दौरान 
िनuिलिखत '"=या> को "कया जाएगा 

• पूरी क; गई 'ितभागी डायरी को "कjहF 'ितकूल घटना>, "कjहF भी अjय दवा> िजनको आपने िलया ह,ै 
Rया आपने अ*ययन दवा> को सभी "दन6 पर िलया ह ैऔर राहत दवा> क; संIया िजनको आपने 'ित 
"दन िलया ह,ै के िलए समी$ा क; जाएगी 

• जैिवक िच�न6 (zदय गित, रb चाप, तापमान और {सन दर) को Aरकॉड8 "कया जाएगा 
• जोड़6 का परी$ण "कया जाएगा 
• ४ '�ाविलय6 के आपके 9ारा उ~र "दए जाएगेँ (दद8 के िलए वीएएस, घुटने और कू`ह े के 

ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी सूचकांक, एस एफ-३६ Rयू ओ एल '�ावली और 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन) 

• अ*ययन के िलए सभी कसौAटय6 क; "फर से जाँच क; जाएगी और अ*ययन के िलए आपक; योxयता का 
िनण8य िलया जाएगा। 

• अगले एक सqाह के िलए अ*ययन दवा, राहत दवा> और 'ितभागी डायरी को आपको "दया जाएगा 
य"द बेसलाइन मुलाकात पर आप 'वेश कसौAटय6 को पूरा नहF करते ह3, तो आप अ*ययन जारी रखन ेम- स$म नहF 
ह6गे। 
मलुाकातमलुाकातमलुाकातमलुाकात    ३३३३: (: (: (: (सSाहसSाहसSाहसSाह    ११११    + ११११    DदनDदनDदनDदन)))) 
आपको मुलाकात ३ के आँकलन6 के िलए मुलाकात २ के एक सqाह बाद �थल पर िमलने आना होगा। मुलाकात के 
िलए + १ "दन क; wवडो अविध को 'दान "कया गया ह,ै अथा8त आप मुलाकात २ के बाद ७व- – ८व- म- से "कसी एक 
"दन पर �थल पर िमलने आ सकते ह3। 
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• पूरी क; गई 'ितभागी डायरी को "कjहF 'ितकूल घटना>, "कjहF भी अjय दवा> िजनको आपने िलया ह,ै 
Rया आपने अ*ययन दवा> को सभी "दन6 पर िलया ह ैऔर राहत दवा> क; संIया िजनको आपने 'ित 
"दन िलया ह,ै के िलए समी$ा क; जाएगी 

• सभी अ'युb दवा> और 'युb क; गई दवा क; बोतल6 को एकि0त "कया जाएगा 
• जैिवक िच�न6 (zदय गित, रb चाप, तापमान और {सन दर) को Aरकॉड8 "कया जाएगा 
• जोड़6 का परी$ण "कया जाएगा 
• ४ '�ाविलय6 के आपके 9ारा उ~र "दए जाएगेँ (दद8 के िलए वीएएस, घुटने और कू`ह े के 

ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी सूचकांक, एस एफ-३६ Rयू ओ एल '�ावली और 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन) 

• अगले एक सqाह के िलए अ*ययन दवा, राहत दवा> और 'ितभागी डायरी को आपको "दया जाएगा 
मलुाकातमलुाकातमलुाकातमलुाकात    ४४४४: (: (: (: (सSाहसSाहसSाहसSाह    २२२२    ± ११११    DदनDदनDदनDदन)))) 
मुलाकात ४ के आँकलन6 को मुलाकात ३ के ७ "दन बाद (अथा8त, मुलाकात २ के लगभग १४ "दन के बाद) "कया 
जाएगा। इस मुलाकात के िलए आपको ± १ "दन क; wवडो अविध "दया गया ह,ै अथा8त आप मुलाकात ३ के बाद ६ठे – 
८व- "दन के बीच �थल पर िमलने आ सकते ह3। 

• पूरी क; गई 'ितभागी डायरी को "कjहF 'ितकूल घटना>, "कjहF भी अjय दवा> िजनको आपने िलया ह,ै 
Rया आपने अ*ययन दवा> को सभी "दन6 पर िलया ह ैऔर राहत दवा> क; संIया िजनको आपने 'ित 
"दन िलया ह,ै के िलए समी$ा क; जाएगी 

• सभी अ'युb दवा> और 'युb क; गई दवा क; बोतल6 को एकि0त "कया जाएगा 
• जैिवक िच�न6 (zदय गित, रb चाप, तापमान और {सन दर) को Aरकॉड8 "कया जाएगा 
• जोड़6 का परी$ण "कया जाएगा 
• ४ '�ाविलय6 के आपके 9ारा उ~र "दए जाएगेँ (दद8 के िलए वीएएस, घुटने और कू`ह े के 

ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी सूचकांक, एस एफ-३६ Rयू ओ एल '�ावली और 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन) 

• अगले एक सqाह के िलए अ*ययन दवा, राहत दवा> और 'ितभागी डायरी को आपको "दया जाएगा 
मलुाकातमलुाकातमलुाकातमलुाकात    ५५५५: (: (: (: (सSाहसSाहसSाहसSाह    ३३३३    ± ११११    DदनDदनDदनDदन)))) 
मुलाकात ५ के आँकलन6 को मुलाकात ४ के ७ "दन बाद "कया जाएगा। इस मुलाकात के िलए आपको ± १ "दन क; 
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wवडो अविध "दया गया ह,ै अथा8त आप मुलाकात ४ के बाद ६ठे – ८व- "दन के बीच �थल पर मुलाकात कर सकत ेह3। 
• पूरी क; गई 'ितभागी डायरी को "कjहF 'ितकूल घटना>, "कjहF भी अjय दवा> िजनको आपने िलया ह,ै 

Rया आपने अ*ययन दवा> को सभी "दन6 पर िलया ह ैऔर राहत दवा> क; संIया िजनको आपन े'ित 
"दन िलया ह,ै के िलए समी$ा क; जाएगी 

• सभी अ'युb दवा> और 'युb क; गई दवा क; बोतल6 को एक0 "कया जाएगा 
• जैिवक िच�न6 (zदय गित, रb चाप, तापमान और {सन दर) को Aरकॉड8 "कया जाएगा 
• जोड़6 का परी$ण "कया जाएगा 
• ४ '�ाविलय6 के आपके 9ारा उ~र "दए जाएगेँ (दद8 के िलए वीएएस, घुटने और कू`ह े के 

ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी सूचकांक, एस एफ-३६ Rयू ओ एल '�ावली और 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन) 

• अगले एक सqाह के िलए अ*ययन दवा, राहत दवा> और 'ितभागी डायरी को आपको "दया जाएगा 
मलुाकातमलुाकातमलुाकातमलुाकात    ६६६६: : : : अ�ययनअ�ययनअ�ययनअ�ययन    काकाकाका    समापनसमापनसमापनसमापन    मलुाकातमलुाकातमलुाकातमलुाकात    ((((सSाहसSाहसSाहसSाह    ४४४४ ± ११११    DदनDदनDदनDदन)))) 
यह अ*ययन क; अंितम मुलाकात ह।ै इस मुलाकात को मुलाकात ५ के ७ "दन बाद "कया जाएगा। मुलाकात के िलए ± 
१ "दन क; एक wवडो अविध "दया गया ह,ै अथा8त आप मुलाकात ५ के बाद ६ठे – ८व- "दन के बीच �थल पर िमलन ेआ 
सकते ह3। 

• पूरी क; गई 'ितभागी डायरी को "कjहF 'ितकूल घटना>, "कjहF भी अjय दवा> िजनको आपने िलया ह,ै 
Rया आपने अ*ययन दवा> को सभी "दन6 पर िलया ह ैऔर राहत दवा> क; संIया िजनको आपने 'ित 
"दन िलया ह,ै के िलए समी$ा क; जाएगी 

• सभी अ'युb दवा> और 'युb क; गई दवा क; बोतल6 को एक0 "कया जाएगा 
• जैिवक िच�न6 (zदय गित, रb चाप, तापमान और {सन दर) को Aरकॉड8 "कया जाएगा 
• पूण8 शारीAरक परी$ण "कया जाएगा 
• 'योगशाला परी$ण के िलए रb और मू0 के नमून6 को एकि0त "कया जाएगा 
• जोड़6 का परी$ण "कया जाएगा 
• ४ '�ाविलय6 के आपके 9ारा उ~र "दए जाएगेँ (दद8 के िलए वीएएस, घुटने और कू`ह े के 

ऑि�टयोआथ8राइAटस के िलए डD`यू ओ एम ए सी सूचकांक, एस एफ-३६ Rयू ओ एल '�ावली और 
ऑि�टयोआथ8राइAटस का वैि{क रोगी आकँलन) 

 



Study Drug: Arthronat  

Protocol Number:  MA-CT-10-002                                                              

ICF Version No.: 1.0 

Version Date: 17 May 2010 

             

 

 MA-CT-10-002                                                           Screening number:                                                    Page 11 of 16 

Translated from English to Hindi on 28 May 2010 

सभीसभीसभीसभी    अ�ययनअ�ययनअ�ययनअ�ययन    �ितभािगय��ितभािगय��ितभािगय��ितभािगय�    केकेकेके    िलएिलएिलएिलए    िनदTशिनदTशिनदTशिनदTश:::: 
१. अ*ययन म- भागीदारी के दौरान, कृपया सुिनि�त कर- "क आप अिधक मा0ा म- ('ित "दन कम से कम २ 

लीटर पानी के आसपास) तरल पदाथ8 पीते ह3 
२. अ*ययन िच"क#सक के जानकारी के िबना,,,, आपक; अ*ययन अविध के दौरान कृपया दद8 के िलए उन दवा> 

(गोिलय6/ मलहम आ"द) का 'योग मत कर-। 
३. "कसी �थल पर "कसी अ*ययन मुलाकात से २ "दन (२४ घंटे) पहले कृपया राहत दवा> (पैरासीटामॉल या 

आईDयू'ोफ़ेन) को लेना बंद कर-  
४. य"द आप संतानो#पि~ क; $मता रखने वाली एक मिहला ह3 या कोई पु|ष ह3 िजनक; साझेदार/ जीवनसाथी 

संतानो#पि~ क; $मता क; ह,ै तो आपको पया8q गभ8िनरोधक का 'योग करना चािहए या अ*ययन क; पूरी 
अविध के दौरान संयमी रहना चािहए। 

५. हर अ*ययन मुलाकात के दौरान कृपया सभी अ'युb अ*ययन दवा और राहत दवा> और 'युb क; गई 
दवा क; बोतल6 को �थल पर लाना याद रख-। 

वह वह वह वह कारण कारण कारण कारण िजस वजह स ेिजस वजह स ेिजस वजह स ेिजस वजह स ेअ�ययन अ�ययन अ�ययन अ�ययन िचDकEसक आपिचDकEसक आपिचDकEसक आपिचDकEसक आपकोकोकोको    इस अ�ययन इस अ�ययन इस अ�ययन इस अ�ययन स ेस ेस ेस ेिनकालनेिनकालनेिनकालनेिनकालने    का िनण�य का िनण�य का िनण�य का िनण�य लेलेलेले    सकतेसकतेसकतेसकते    हUहUहUहU    
कुछ पAरि�थितय6 म- यह संभव ह ै "क आपके अ*ययन िच"क#सक या अ*ययन के 'ायोजक िनण8य ले सकत े ह3 "क 
आपको आपक; पूव8 सहमित के िबना ज`दी िनकाल "दया जाना चािहए। यह िनuिलिखत कारण6 से हो सकता ह:ै 

a. य"द अ*ययन के '"=या=म के दौरान आप मह#वपूण8 रोग से पीिड़त होते ह3 या आपको श`य िच"क#सा क; 
आवOयकता होती ह ैजहाँ अ*ययन म- भागीदारी आपके िलए खतरे का कारण बनेगी 

b. य"द आप अ*ययन दवा के कारण 'ितकूल घटना> का अनुभव करते ह3 
c. य"द आप अ*ययन क; आवOयकता> का अनुपालन करन ेम- असफल होत ेह3 
d. य"द आप उन दवा> को लेत ेह3 जो अ*ययन क; आवOयकता> के अनसुार िलया नहF जाना चािहए। 
e. य"द यह आपके �वा�hय या अ*ययन क; अखंडता क; आगे र$ा करने के िलए आवOयक ह ै
f. य"द आप अ*ययन म- अपनी भागीदारी के दौरान गभ8वती हो जाती ह3 
g. अ*ययन दवा का बार बार और िनयिमत Kप से पालन ना करना  
h. अ*ययन को 'ायोजक या �वतं0 नैितक सिमितय6 (आईईसी)/ सं�थागत समी$ा मंडल 9ारा समाq "कया 

जाता ह ै
आप सहमित पर ह�ता$र करने के बाद अपनी इVछा पर "कसी भी समय अ*ययन को छोड़ने के िलए �वतं0 ह3 और 
आप अ*ययन दवा 'ाq नहF करन ेका चयन कर सकते ह3। छोड़ने के िलए, आपको अ*ययन िच"क#सक को अवOय ही 
सूिचत करना चािहए। य"द आप शोध और '"=या> से हटने का िनण8य लेते ह3, तो आपसे आपके बाहर जाने के 
कारण(ण6) और "कjहF 'ितकूल घटना> क; उपि�थित के बारे म- पूछा जाएगा। आपको अ*ययन िच"क#सक/ 
कम8चारी-दल 9ारा दखेा जाएगा और आँकलन "कया जाएगा। 
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७७७७.... इसइसइसइस    अ�ययनअ�ययनअ�ययनअ�ययन    म/म/म/म/    भागीदारीभागीदारीभागीदारीभागीदारी    केकेकेके    साथसाथसाथसाथ    जड़ेुजड़ेुजड़ेुजड़ेु    खतरेखतरेखतरेखतरे, , , , असिुवधाएँअसिुवधाएँअसिुवधाएँअसिुवधाएँ    औरऔरऔरऔर    सावधािनयाँसावधािनयाँसावधािनयाँसावधािनया ँ   
अ*ययन दवा से होन ेवाली 'चिलत पा{8'भाव िजसका आप अनुभव कर सकत ेह ैवह द�त ह ै(पानीयुb पतले मल 
क; लगातार घटनाए)ँ। यह मुIय Kप से पहले "दन जब आप अ*ययन दवा ल-गे,,,, उस "दन दखेा जाता ह ैऔर इसका 
�वयं ही समाधान हो जाता ह ै(अथा8त, इसको रोकने के िलए "कjहF दवा> क; आवOयकता नहF ह3)। हालां"क,,,, य"द 
आप १ से अिधक "दन के िलए इस रोग से संबंिधत अjय ल$ण6 (कमजोरी, च�र आना आ"द) के साथ गंभीर द�त का 
अनुभव करत ेह3 तो इसक; कृपया अ*ययन िच"क#सक को Aरपोट8 कर-। 
अ*ययन म- आपक; भागीदारी के दौरान, य"द आप "कjहF अjय पा{8'भाव6 या असुिवधा> का अनुभव करते ह3 तो 
कृपया उjह- अ*ययन िच"क#सक को Aरपोट8 कर-। 
रXरXरXरX    िनकासीिनकासीिनकासीिनकासी    केकेकेके    खतर/खतर/खतर/खतर/ 
नस (चैनल जो शरीर म- रb ले जाता ह)ै से रb िनकालने के िलए एक सुई का 'योग करने को "एक रb िनकासी" 
कहा जाता ह।ै रb िनकालन ेके िलए एक से अिधक बार कोिशश करना पड़ सकता ह।ै इस अ*ययन म-, रb का नमूना 
मुलाकात १ और मुलाकात ६ के दौरान और "कसी भी समय पर जब अ*ययन िच"क#सक "कjहF 'योगशाला जांच6 को 
करने क; आवOयकता अनुभव करत ेह3 (जैसे "कjहF 'ितकूल घटना> के 'करण म-),,,, को एकि0त "कया जाएगा। 
'योगशाला परी$ण6 को करने के िलए कुल ९ िमलीलीटर (२ छोटे च:मच6 के आसपास) रb िलया जाएगा। आप सुई 
चुभाने और रb िनकाल िलए जाने के दौरान अपनी बाह ँम- थोड़ा सा दद8 और/ या सूजन का अनुभव कर सकते ह3। य े
'ित"=याए ँ'चिलत Kप से अहािनकारक, या छोटी अविध क; ह3 और कमजोर अनभुव करने तक सीिमत ह,ै िजसके 
साथ पसीना आना, zदय क; धड़कन6 का धीमा होना, और रbचाप म- िगरावट होती ह।ै 
८८८८.... �जननीय�जननीय�जननीय�जननीय    जोिखमजोिखमजोिखमजोिखम    
गभ8वती मिहला> या अजjमे ब�े को होन ेवाले "कसी भी खतर- और पा{8'भाव6 के िलए कोई द�तावेजीकृत 'माण 
नहF िमले ह3। हालां"क, "कसी भी 'जननीय खतर6 क; जाँच करने के िलए "कसी भी िच"क#सालयीय परी$ण6 को नहF 
"कया गया ह,ै गभ8वती/ दxुध�ाव करने वाली (माता> जो ब�6 को �तनपान करा रही ह3) मिहला> को अ*ययन म- 
सि:मिलत नहF "कया जा रहा ह3। 
य"द आप संतानो#पि~ क; $मता वाली (गभ8वती बनन ेम- स$म) एक मिहला ह3, और य"द आप अ*ययन के दौरान 
गभ8वती होने क; सोच रह- ह ैया जब आप अ*ययन म- भाग ले रही ह3 तब गभ8वती हो जाती ह3 या अ*ययन 'ारंभ करन े
के समय पर अपने ब�े को �तनपान करा रही ह3, तो अ*ययन िच"क#सक को सूिचत कर-। 
य"द आप संतानो#पि~ क; $मता वाली एक मिहला ह3, तो आपको पया8q गभ8िनरोधक (मौिखक गभ8िनरोधक6, 
गभ8िनरोधक;य पैबंद6/ छ`ल6/ '#यारोपण/ इंजेRशन से लगाए गए; नॉरnलांट®; डीपो-'ोवेरा®; अवरोध िविधय6 
(उदाहरण के िलए, कंडोम और शु=ाणुनाशक); आईयूडी) का 'योग करने क; आवOयकता होगी या आपको अ*ययन म- 
अपनी भागीदारी क; पूरी अविध के दौरान संयमी रहना चािहए। 
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य"द आप एक पु|ष ह3 और आपक; जीवनसाथी/ साझेदार संतानो#पि~ क; $मता वाली ह ैतो आप दोन6 म- से "कसी 
एक को गभ8िनरोधक के पया8q तरीक6 का 'योग करने क; आवOयकता ह ैया अ*ययन भागीदारी के दौरान संयमी रहन े
क; क; आवOयकता ह।ै इस अविध के दौरान, य"द आपक; साझेदार/ जीवनसाथी गभ8वती हो जाती ह,ै तो आपको इस 
बात को अ*ययन िच"क#सक को Aरपोट8 करना चािहए। 
९९९९.... लाभलाभलाभलाभ    
य"द आप इस अ*ययन म- भाग लेने के िलए राज़ी होत ेह3, तो आपको एक सीधा िच"क#सा लाभ हो सकता ह।ै अ*ययन 
दवाए ँजोड़6 के दद8 को कम कर सकती ह3। आपक; दशा सुधर सकती ह,ै "फर भी, इसक; गारंटी नहF दी जा सकती ह।ै 
हम आशा करत ेह3 "क इस अ*ययन से सीखी गई जानकारी भिवoय म- अjय रोिगय6 को लाभ दगेी।    
अ�ययनअ�ययनअ�ययनअ�ययन    म/म/म/म/    होनेहोनेहोनेहोने    क3क3क3क3    बजाएबजाएबजाएबजाए    आपकेआपकेआपकेआपके    पासपासपासपास    येयेयेये    िवक�पिवक�पिवक�पिवक�प    हUहUहUहU::::    

a. Hायाम, जो वज़न को बनाए रखने म- सहायता करता है,,,, जोड़6 के लचीलेपन को बढ़ाता ह ैऔर इस 'कार से 
दद8 को कम करता ह ै

b. आप 'भािवत जोड़6 पर गमy या ठंडक का 'योग कर सकते ह3, 'भािवत $े0 क; मािलश करते _ए, या केjस, 
�ेसेज़, फA�य6 (w�nल�स) आ"द उपकरण का 'योग कर सकते ह3। 

c. पैरासीटामॉल (दद8 को कम करने के िलए दवा) जैसी दवा> और अjय दद8 नाशक6 को 'युb "कया जा सकता 
ह ै

d. िवटािमन6, एटंीऑिRसड-ट6, या एRयूपंRचर से अनुपूरण आ"द जैसे वैकि`पक उपचार  
e. श`य"=या को "कया जा सकता ह ैजो हZी के ढीले भाग6 को हटाने को शािमल करती ह,ै और जोड़6 को 

बदलने के िलए 
१०१०१०१०.... गोपनीयतागोपनीयतागोपनीयतागोपनीयता    
'ायोजक कम8चाAरय6 (मॉिनटर6 इ#या"द), लेखापरी$क (लेखापरी$क6), नैितक सिमितय6 और िविनयामक 
'ािधकरण (ण6) को िच"क#सालयीय पAर$ण '"=या> और आँकड़ो के स#यापन के िलए आपके मूल िच"क#सा 
Aरकॉड� और अjय संरि$त इितहास जानकारी (पीएचआई) को दखेने क; सीधी सुिवधा 'दान क; जाएगी, ऐसा लागू 
कानून6 और िविनयम6 9ारा अनुमत सीमा तक गोपनीयता के आपके अिधकार6 के उ`लंघन के िबना "कया जाएगा। 
इस िलिखत सूिचत सहमित 'प0 पर ह�ता$र करके आप इसक; प_चँ द ेरह ेह3। अगर परी$ण के पAरणाम 'कािशत 
"कए जात ेह3, तो आपक; पहचान गोपनीय रहगेी। 
११११११११.... रोगीरोगीरोगीरोगी    केकेकेके    िलएिलएिलएिलए    लागतलागतलागतलागत    
यह अिभ'ेत ह ै"क इस अ*ययन म- आपके भागीदारी के कारण आपको कोई अितAरb लागत वहन नहF करना होगा। 
इस अ*ययन म- परी$ण से संबंिधत "कसी भी जांच या '"=या के िलए आपको कोई खच8 नहF करना होगा। 
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१२१२१२१२.... चोटचोटचोटचोट    केकेकेके    िलएिलएिलएिलए    मुआवजामुआवजामुआवजामुआवजा    
अगर आप इस अ*ययन म- भाग लेने के सीधे पAरणाम�वKप बीमार हो जाते ह3 या आपको चोट लग जाती ह,ै तो 
'ायोजक आपको उपयुb िच"क#सा उपचार उपलDध कराएगा। अ*ययन 'ायोजक इसके िलए राज़ी होत ेह3 "क वह 
उस सीमा तक ऐसी चोट (१) के िलए सारे आवOयक िच"क#सा लागत6 का भुगतान कर-गे जो अjयथा आपको िच"क#सा 
बीमा 9ारा 'ितपू�त नहF क; जाती ह ैऔर (२) बशत� आपन ेअjवेषक (अjवेषक6) के "दशािनद�श6 का पालन "कया हो। 
अ*ययन 'ायोजक क; ओर से कोई अjय $ितपू�त उपलDध नहF कराया जाएगा। 
१३१३१३१३.... भागभागभागभाग    लेनेलेनेलेनेलेने    केकेकेके    िलएिलएिलएिलए    भगुतानभगुतानभगुतानभगुतान    
आपको अ*ययन म- भाग लेने के िलए "कसी $ितपू�त का भुगतान नहF करना होगा 
इस अ*ययन म- आपका भाग लेना �वैिVछक ह।ै आप "कसी भी समय भाग न लेन ेका चयन कर सकत ेह3 और अ*ययन 
छोड़ सकत ेह3। अ*ययन छोड़ने से आप पर कोई दडं नहF लगाया जाएगा या आप "कसी ऐसे लाभ को नहF खोएगें 
िजसके िलए आप हकदार ह3। 
१४१४१४१४.... नईनईनईनई    खोज/खोज/खोज/खोज/    
जैसे-जैसे अ*ययन आगे बढ़ता ह,ै वैसे-वैसे हम आपको "कसी ऐसी नई जानकारी के बारे म- बताएगें जो आपके �वा�hय, 
भलाई या इस अ*ययन म- आपके बने रहन ेक; इVछा को 'भािवत कर सकती ह।ै आप अपने हटन ेके बाद यह पता 
लगाने के िलए "क Rया इस अ*ययन के बारे म- कोई नई जानकारी उपलDध _ई है,,,, "कसी भी समय अ*ययन िच"क#सक 
से संपक8  कर सकते ह3। 
शोध 'ितभागी के Kप म- अपने अिधकार6 के बारे म- '�6 के िलए __________________________ ________ 
(केj� का नाम) �वतं0 नैितक सिमित/सं�थागत समी$ा बोड8 (जो आपके अिधकार6 क; र$ा करन ेके िलए शोध क; 
समी$ा करन े वाले लोग6 का समूह ह)ै से _____________________________ (पता), 
______________(टेलीफ़ोन नंबर) पर स:पक8  कर-। 
अ*ययन या शोध-संबंिधत चोट के बारे म- '�6 के िलए शोधकता8 ___________________ (नाम) से 
__________________________ (पता) _______________ (टेलीफोन नंबर) पर स:पक8  कर-। 
अगर आप इस अ*ययन म- भाग लेने के िलए राज़ी होत ेह3, तो आपको ह�ता$र करने और तारीख डालने के बाद इस 
सहमित प0 क; एक 'ित दी जाएगी। 
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सहमितसहमितसहमितसहमित    

अ�ययनअ�ययनअ�ययनअ�ययन    काकाकाका    शीष�कशीष�कशीष�कशीष�क::::    कू`ह6, घुटन6, कंध6, गद8न या कलाई के दद8नाक ऑि�टयोआथ8राइAटस वाले 'ितभािगय6 म- 
आdeनॅट क; सुर$ा और 'भािवकता का मू`यांकन करने के िलए एक यादVृछकृत, दोहरा अiात, समानांतर समूह, 
nलॅिसबो िनयंि0त अ*ययन। 
अ*ययन कोड: एमए- सीटी-१०-००२ 

'ितयोगी के आ�ा$र: _________________                        'ितयोगी का नाम: ____________ 

जjम क; तारीख /आय:ु _______________________ 

(i)  म3 यह पुिJ करता � ं "क म3ने उपयु8b अ*ययन के िलए "दनां"कत ________________ का 
सूचना प0 पढ़ िलया ह ैऔर मुझे '� पूछने का अवसर िमला ह ैऔर मैने संतोषजनक उ~र 'ाq 
"कया ह।ै 

[          ]* 

(ii)  म3 यह समझता � ं"क अ*ययन म- मेरी 'ितभािगता �वैिVछक ह ैऔर म3 िबना कोई कारण बताए, 
अपनी िच"क#सा दखेभाल या कानूनी अिधकार6 के 'भािवत _ए िबना "कसी भी समय हटने के 
िलए �वतj0 �।ं 

[          ]* 

(iii)  म3 यह समझता � ं "क िच"क#सालयीय पAर$ण के 'ायोजक, 'ायोजक क; ओर से काम करने 
वाले अjय Hिbय6, नैितक सिमित और िविनयामक 'ािधकाAरय6 को वत8मान अ*ययन और 
इसके संबंध म- "कए जान ेवाले "कसी अjय शोध –दोन6 के संबंध म- मेरे �वा�hय संबंधी Aरकॉड8 
दखेने के िलए मेरी अनुमित क; आवOयकता नहF होगी, चाह ेम3 परी$ण से हट ही Rय6 न जाऊं। 
म3 इसक; प_चँ के िलए सहमत �।ं "फर भी म3 यह समझता � ं"क तीसरे प$ को जारी या "कसी 
भी 'कािशत सूचना म- मेरी पहचान 'कट नहF क; जाएगी। 

[          ]* 

(iv)  म3 इस अ*ययन से उqM होन ेवाले "कjहF आँकड़6 या पAरणाम6 के उपयोग को सीिमत न करने 
के िलए सहमत होता �,ं बशत� ऐसा उपयोग केवल वैiािनक उ[Oेय6 के िलए ह।ै 

[          ]* 

(vi)  म3 उपयु8b अ*ययन म- भाग लेने के िलए राज़ी होता �।ं [          ]* 

* कृपया ऊपर 	दए बसे म� ह�ता�र कर� (रोगी) 
 



Study Drug: Arthronat  

Protocol Number:  MA-CT-10-002                                                              

ICF Version No.: 1.0 

Version Date: 17 May 2010 

             

 

 MA-CT-10-002                                                           Screening number:                                                    Page 16 of 16 

Translated from English to Hindi on 28 May 2010 

मुझे उपयु8b सारी बात- ऐसी भाषा म- समझा दी गई ह3 िजसे म3 जानता � ं। 
 

_____________________________________________        "दनांक: _____/_____/______    
रोगी का ह�ता$र (या अंगूठे का िनशान)  
 
 
 
_____________________________________________          
ह� ता$रकता8 का नाम 
 
 
 
_____________________________________________        "दनांक: _____/_____/______    
सूिचत सहमित चचा8 Hव�था करन ेवाले Hिb के ह�ता$र 
 
 
_____________________________________________          
सूिचत सहमित चचा8 Hव�था करन ेवाले Hिb का नाम 
 
 
_____________________________________________        "दनांक: _____/_____/______    
िनoप$ गवाह का ह�ता$र 
 
 
_____________________________________________          
िनoप$ गवाह का नाम 
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�ೂೕ�ಯ�ೂೕ�ಯ�ೂೕ�ಯ�ೂೕ�ಯ    �ಾ�	�ಾ�	�ಾ�	�ಾ�	    ಮತುಮತುಮತುಮತು    �ಾ�	ಯುಕ�ಾ�	ಯುಕ�ಾ�	ಯುಕ�ಾ�	ಯುಕ    ಒ���ಒ���ಒ���ಒ���    ಪತ�ಪತ�ಪತ�ಪತ�        

ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ        �ೕ����ೕ����ೕ����ೕ���::::    

�ೂಂಟ�ೂಂಟ�ೂಂಟ�ೂಂಟ, , , ,  ಣ"ಾಲು ಣ"ಾಲು ಣ"ಾಲು ಣ"ಾಲು, , , , ಭುಜಭುಜಭುಜಭುಜ, , , , ಕು	�ಕು	�ಕು	�ಕು	�    ಅಥ'ಾಅಥ'ಾಅಥ'ಾಅಥ'ಾ    ಮ(ಕಟು)ಗಳಮ(ಕಟು)ಗಳಮ(ಕಟು)ಗಳಮ(ಕಟು)ಗಳ    ,ೂೕವ.ಯುಕ,ೂೕವ.ಯುಕ,ೂೕವ.ಯುಕ,ೂೕವ.ಯುಕ    ಆ0)1ೕಆ2�ೖ�45ಆ0)1ೕಆ2�ೖ�45ಆ0)1ೕಆ2�ೖ�45ಆ0)1ೕಆ2�ೖ�45    6ೂಂ7ರುವ6ೂಂ7ರುವ6ೂಂ7ರುವ6ೂಂ7ರುವ    
ಪ�1ೕ9ಾ:�ಗಳ;<ಪ�1ೕ9ಾ:�ಗಳ;<ಪ�1ೕ9ಾ:�ಗಳ;<ಪ�1ೕ9ಾ:�ಗಳ;<    ಆ2ೂ�ೕ�=ಾ>ಆ2ೂ�ೕ�=ಾ>ಆ2ೂ�ೕ�=ಾ>ಆ2ೂ�ೕ�=ಾ>    ನನನನ    ಸುರ@Aಸುರ@Aಸುರ@Aಸುರ@A    ಮತುಮತುಮತುಮತು    ಪBCಾಮ"ಾBತDವನುEಪBCಾಮ"ಾBತDವನುEಪBCಾಮ"ಾBತDವನುEಪBCಾಮ"ಾBತDವನುE    �ೌಲ��ಾಪನ�ೌಲ��ಾಪನ�ೌಲ��ಾಪನ�ೌಲ��ಾಪನ    �ಾಡುವ.ದ"ಾI��ಾಡುವ.ದ"ಾI��ಾಡುವ.ದ"ಾI��ಾಡುವ.ದ"ಾI�    ಒಂದುಒಂದುಒಂದುಒಂದು    
JಾದೃLMೕಕೃತJಾದೃLMೕಕೃತJಾದೃLMೕಕೃತJಾದೃLMೕಕೃತ, , , , ಡಬಡಬಡಬಡಬOOOO    P<ೖಂQP<ೖಂQP<ೖಂQP<ೖಂQ, , , , ಸ�ಾ=ಾಂತರಸ�ಾ=ಾಂತರಸ�ಾ=ಾಂತರಸ�ಾ=ಾಂತರ    ಗುಂಪ.ಗಳಗುಂಪ.ಗಳಗುಂಪ.ಗಳಗುಂಪ.ಗಳ, , , , Rಾ<0PೂRಾ<0PೂRಾ<0PೂRಾ<0Pೂ    Sಯಂ	�ತSಯಂ	�ತSಯಂ	�ತSಯಂ	�ತ    ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ....    

ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    ಸಂT�ಸಂT�ಸಂT�ಸಂT�::::    ಎVಎVಎVಎV    ಎಎಎಎ----04040404----೧೦೧೦೧೦೧೦----೦೦೨೦೦೨೦೦೨೦೦೨    

Rಾ�1ೕಜಕರುRಾ�1ೕಜಕರುRಾ�1ೕಜಕರುRಾ�1ೕಜಕರು    

�ೂೕ�ಾ�ಾ 
೩೫/೧೦೪, �ಂ� ��ಯ�  ��ೕ� 

�ೕ� �ಾಟ�– ೬೦೫೩ 
�ಸ�� ಆ �ೕ�!ಾ  

ಆವೃ	ಆವೃ	ಆವೃ	ಆವೃ	    : : : : ೧೧೧೧....೦೦೦೦    

ಐಇ0ಐಇ0ಐಇ0ಐಇ0    ಅನು ೕದ,ಯಅನು ೕದ,ಯಅನು ೕದ,ಯಅನು ೕದ,ಯ    7=ಾಂಕ7=ಾಂಕ7=ಾಂಕ7=ಾಂಕ::::    

ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    \ೖದ�ರು\ೖದ�ರು\ೖದ�ರು\ೖದ�ರು::::    

ಸ]ಳಸ]ಳಸ]ಳಸ]ಳ((((ಗಳುಗಳುಗಳುಗಳು):):):):    

ಅಧ�ಯನ ಸಂಬಂ_ಅಧ�ಯನ ಸಂಬಂ_ಅಧ�ಯನ ಸಂಬಂ_ಅಧ�ಯನ ಸಂಬಂ_ತ ತ ತ ತ ದೂದೂದೂದೂರ'ಾ( ಸಂT�ರ'ಾ( ಸಂT�ರ'ಾ( ಸಂT�ರ'ಾ( ಸಂT�((((ಗಳುಗಳುಗಳುಗಳು):):):):    
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�ೂೕ�ಗಳ �ಾ�	 ಪತ��ೂೕ�ಗಳ �ಾ�	 ಪತ��ೂೕ�ಗಳ �ಾ�	 ಪತ��ೂೕ�ಗಳ �ಾ�	 ಪತ�    
೧೧೧೧. . . . �ಾ�	ಯುಕ�ಾ�	ಯುಕ�ಾ�	ಯುಕ�ಾ�	ಯುಕ    ಒ���ಒ���ಒ���ಒ���    ಪತ�ದಪತ�ದಪತ�ದಪತ�ದ    ಉbcೕಶಉbcೕಶಉbcೕಶಉbcೕಶ    
"ಮ$ನು' �ೖದ*�ೕಯ ಪ,-ೕಗದ�/ (ಒಂದು �ಧದ ಸಂ3ೂೕಧ4ಾ ಅಧ*ಯನ) 6ಾಗವ8ಸಲು ಆಮಂ:,ಸ;ಾಗು:<=. 
�ೖದ*�ೕಯ ಪ,-ೕಗವ> ಇದರ�/ 6ಾಗವ8ಸಲು ಆಯುABೂಳುDವ �ೂೕEಗಳನು' Fಾತ, ಒಳHೂಂIರುತ<=. ಈ 
ಪ,-ೕಗದ�/ ಒಳHೂಂIರುವ ಎಲ/ ಪ,�,Lಗಳ ಕುNತು "ಮH ಅಧ*ಯನ �ೖದ*ರು ಅಥ�ಾ ಅಧ*ಯನ �ಬQಂR 
�ವNಸು�ಾ<�. "ಮ$ ಸSಂತ "TಾUರವನು' BೖHೂಳDಲು ದಯ�ಟುV "ಮ$ ಸಮಯವನು' WHದುBೂXD, ಇದನು' "ಮ$ 
 'ೕ8ತರು ಮತು< ಕುಟುಂಬ=ೂಂRH ಚZU�. ಈ ಒ[\H ಪತ,ವ> "ಮH ಅಥU�ಾಗದ ಶಬAಗಳನು' ^ೂಂRರಬಹುದು, 
ಅಂತಹ ಸಂದಭUದ�/ "ಮH ಸ\ಷV�ಾE :XಯRರುವ !ಾವ>=ೕ ಶಬAಗಳನು' ಅಥ�ಾ Fಾ8:ಯನು' �ವNಸುವಂW 
ದಯ�ಟುV ಅಧ*ಯನ �ೖದ*ರು ಅಥ�ಾ ಅಧ*ಯನ �ಬQಂRಯನು' BೕXN. "ೕವ> ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸುವ>ದBb 
ಒ[\BೂಳುDವ cದಲು, ಈ ಅಧ*ಯನದ�/ "ಮ$ 6ಾಗವ8ಸು�Bdಂದ "ಮH ಉಂfಾಗಬಹುgಾದ ಅhಾಯಗಳು 
iಾಗೂ ಪ,-ೕಜನಗಳನು' :XದುBೂಳುDವ>ದು ಅವಶ*�ಾEರುತ<=, ಇದNಂದ "ೕವ> 6ಾಗವ8ಸ�ೕBೕ ಅಥ�ಾ �ೕಡ�ೕ 
ಎನು'ವ ಕುNತು Fಾ8:ಯುಕ< "TಾUರವನು' Fಾಡುವ>ದು lಾಧ*�ಾಗುತ<=. ಇದನು' “Fಾ8:ಯುಕ< ಒ[\H” 
ಎನ';ಾಗುತ<=. 

"ೕವ> ಅಧ*ಯನ Fಾನದಂಡವನು' ಪmಣUHೂXಸುವ ಮತು< ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಅಹUoಾಗುವ 
lಾಧ*Wdರುವ>ದNಂದ "ಮ$ನು' ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಆಮಂ:,ಸ;ಾಗು:<=. 

"ೕವ> ಒp$ ಅಧ*ಯನದ iಾಗೂ ನqಸ;ಾಗುವ ಪNೕrಗಳ ಕುNತು :XದುBೂಂಡ ನಂತರ, ಅಧ*ಯನBb  ೕNBೂಳDಲು  "ಮH 
ಈ ಪತ,Bb ಸ8 iಾಕುವಂW ^ೕಳ;ಾಗುತ<=. ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸುವ "ಮ$ "TಾUರವ> 
ಸSಯಂs,ೕNತ�ಾEರುತ<=. ಇದರಥU "ೕವ> ಈ ಅಧ*ಯನವನು'  ೕNBೂಳುDವ>ದನು' ಅಥ�ಾ  ೕNBೂಳD=ೕ ಇರುವ>ದನು' 
"ಧUNಸಲು ಸSತಂತ,oಾEರು:<ೕN. 

೨೨೨೨....    ಪBಚಯಪBಚಯಪBಚಯಪBಚಯ    

ಆ�V-ೕಆt,ೖUu� =ೕಹದ ಸಂv(xಾdಂ�)ಗಳ iಾ"ಯನು' ಒಳHೂಂIರುವ �ೂೕಗ�ಾE=. ಸಂvಗಳು ಎರಡು ಅಥ�ಾ 
ಎರಡ�bಂತ ^ಚುz ಮೂ{ಗಳು  ೕರುವ 6ಾಗ�ಾE=. ಆ�V-ೕಆt,ೖUu� ಮೃgಾS�}(~ಾuU�ೕ�)ಯ (ಮೃgಾS�}ಯು 
ಸಂvನ ಮೂ{ಗಳ ನಡು� ಕಂಡುಬರುವ pW<ಯ Nೕ:ಯ =ೕಹದ ಅಂ�ಾಂಶ�ಾE=) ಮುಂದುವNಯು:<ರುವ 
ನಷV�ಾಗು�Bಯನು' ಸಹ ಒಳHೂಂIರುತ<=. ಇದು "ಮ$ ಸಂvಗಳ�/ �ೂೕವ>, ಊತ ಮತು< ಚಲ�ಯ�/ ಇXBಯನು' 
ಉಂಟುFಾಡುತ<=. ಇದು !ಾವ>=ೕ ಸಂvಯ�/ ಕಂಡುಬರಬಹುgಾದರೂ, lಾFಾನ*�ಾE Bೖಗಳು, cಣ~ಾಲುಗಳು, 
 ೂಂಟ ಅಥ�ಾ �ನು'ಹುNಯ pೕ� ಪN�ಾಮ ಉಂಟುFಾಡುತ<=. 

ಓಎ ೫೦ �bಂತ ^Zzನ ವಯ��ನ ಮ8{ಯರ�/, ^ಚುz ತೂಕ ^ೂಂRರುವವರ�/, ಸಂvH !ಾವ>=ೕ 8ಂRನ �ಾಯ 
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ಅಥ�ಾ ಶಸ�Z�W�H ಒಳ�ಾEರುವವರ�/, ಆ�V-ೕಆt,ೖUu� ನ ~ೌಟುಂ�ಕ 8�'� ^ೂಂRರುವವರ�/, 
ಮಧುpೕ8ಗಳು (ರಕ<ದ ಸಕb�ಯ ಪ,Fಾಣದ�/ ಏNB ಉಂಟುFಾಡುವ �ೂೕಗ) ಮುಂ�ಾದವರ�/ ^ಚುz lಾFಾನ*�ಾE 
~ಾ��BೂಳುDತ<=.  

೩೩೩೩. . . . ಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದ    ಉbcೕಶಉbcೕಶಉbcೕಶಉbcೕಶ    
ಈ    ಅಧ*ಯನವನು'     ೂಂಟ,    cಣ~ಾಲು,    ಭುಜ,    ಕು:<H    ಅಥ�ಾ    ಮ�ಕಟುVಗಳ    �ೂೕವ>ಯುಕ<    ಆ�V-ೕಆt,ೖUu�    
^ೂಂRರುವ    ಪ,-ೕ�ಾ�Uಗಳ�/    ಆtೂ,ೕU4ಾ�    ನನನನ    ಪN�ಾಮ    ಮತು<    ಸುರ�Wಯನು'    Fೌಲ*Fಾಪನ    Fಾಡುವ>ದ~ಾbE    
ರೂ[ಸ;ಾE=. . . . ಆtೂ,ೕU4ಾ�    ಗಣ"ೕಯ�ಾE    "ಮ$    �ೂೕವನು'    ತE�ಸುತ<=Lೕ    iಾಗೂ    "ಮ$    ಚಲನ�ೕಲWಯನು'    
ಸುTಾNಸುತ<=Lೕ    ಎಂಬುದನು'    ಈ    ಅಧ*ಯನವ>    ಪNೕ�ಸುತ<=....        

೪೪೪೪. . . . ಸಂhೂೕಸಂhೂೕಸಂhೂೕಸಂhೂೕಧ=ಾತiಕಧ=ಾತiಕಧ=ಾತiಕಧ=ಾತiಕ    ಉತ�ನEದಉತ�ನEದಉತ�ನEದಉತ�ನEದ    �ಾ�	�ಾ�	�ಾ�	�ಾ�	        
ಸಂ3ೂೕಧ4ಾತ$ಕ ಉತ\ನ'ವ> ಆtೂ,ೕU4ಾ� ಎಂgಾEರುತ<=. ಆtೂ,ೕU4ಾ� ಆ�V-ೕಆt,ೖUu� ನ Z�W�ಯ�/ 
ಭರವ gಾಯಕ ಪN�ಾಮಗಳನು' WೂೕN�ರುವ hೌ�Vಕ ಪmರಕ�ಾE=.  

ಆtೂ,ೕU4ಾ� ಅನು' “ಓ�ೂೕ���” ಉಪ>\ "ೕNನ �ೕನುಗXಂದ ಸಂಗ,8ಸ;ಾEರುತ<=. ಓ�ೂೕ��� �ೕ"ನ 
ಒಳ��ಯ�/ನ ~ಾ*��ಯಂ ~ಾ�ೂೕU�ೕ� ಮತು< ��u"ಯ� Fಾ*u,�� ಗXಂದ ತ!ಾoಾEರುವ ಕುಬ� 
ಕಣಗಳು(pೖನೂ*� hಾuUಕ��). 
ಔಷಧವ> ^ೕH ~ಾಯU"ವU8ಸುತ<= ಎನು'ವ "ಖರ �ಾಂ:,ಕWಯು ಇನೂ' :XRರುವ>Rಲ/. ಇದನು' �ೂೕವ>ಯುಕ< 
ಆ�V-ೕಆt,ೖUu� ^ೂಂRರುವವರ�/ ಕ{ದ ೧೦ ವಷUಗXಂದ ಬಳB Fಾಡ;ಾEರುತ<= ಮತು< �3ೕಷ�ಾE lೌಮ*Rಂದ 
ಮಧ*ಮ ಪ,Fಾಣದ ಆ�V-ೕಆt,ೖUu� ^ೂಂRರುವ ಎಂRಗೂ �Vೕoಾ�� ಗಳನು' (ಆ�V-ೕಆt,ೖUu� Z�W��ಾE 
lಾFಾನ*�ಾE "ೕಡುವ ಔಷಧದ �ಧ)  ೕ�ಸ=ೕ ಇರುವ �ೂೕEಗಳ�/ �ೂೕ�ನ ಶಮನದ�/ iಾಗೂ ಚಲನ�ೕಲWಯ�/ 
ಗಣ"ೕಯ�ಾದ ಸುTಾರ�ಯನು' WೂೕN�ರುತ<=. ಇದು ಸಂvಗಳ �ೂೕವ> iಾಗೂ ಉNಯೂತದ�/ (!ಾವ>=ೕ �ಾಯ 
ಅಥ�ಾ �N�N ಅಥ�ಾ  ೂೕಂ�H =ೕಹವ> ಪ,:�,dಸುವ Nೕ:) ಇXBಯುಂಟುFಾIರುವ>ದು ಕಂಡುಬಂRರುತ<=. 

ಅಧ*ಯನದ�/ ೨ Z��ಾ� ಗುಂಪ>ಗXರುತ<�.  
೧.  ಆtೂ,ೕU4ಾ� – ಅಧ*ಯನ ಔಷಧ 
೨.  hಾ/��ೂ – ಅಧ*ಯನದ�/ hಾ/��ೂವನು' ಸಹ ಬಳB Fಾಡ;ಾಗುತ<=. hಾ/��ೂ ಎನು'ವ>ದು ಅಧ*ಯನ 

ಔಷಧದ !ಾವ>=ೕ ಘಟ~ಾಂಶಗಳನು' ^ೂಂRರದ ಆದ� �ೂೕಡಲು ಅಧ*ಯನ ಔಷಧದಂWLೕ ಕಂಡುಬರುವ 
ಸ�,ಯವಲ/ದ ಪgಾಥU�ಾEರುತ<=. ಇದನು' ಅಧ*ಯನ ಔಷಧದ ಪN�ಾಮ~ಾNತSವನು' 
ಅಥUFಾIBೂಳುDವ>ದ~ಾbE ಅಧ*ಯನದ�/ ಬಳಸ;ಾಗುತ<=. 
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ಅಧ*ಯನದ�/ "ಮ$ 6ಾಗವ8ಸು�Bಯ ಅವvಯ�/, "ಮ$ನು' ಒಂ=ೂೕ ಆtೂ,ೕU4ಾ� ಅಥ�ಾ hಾ/��ೂ ಗುಂ[H 
!ಾದೃZ¢ಕ�ಾE "ಗRಪIಸಬಹುದು. 
ಆtೂ,ೕU4ಾ� ಮತು< hಾ/��ೂ ಎರಡು ಕೂಡ ~ಾ*ಪm�*� ಗಳ ರೂಪದ�/ರುತ<�. "ೕವ> RನBb ಎರಡು £ಾN ೩ 
~ಾ*ಪm�*� ಗಳನು' WHದುBೂಳುDವ>ದು ಅಗತ*�ಾಗುತ<=. ಅಂದ�, ೫ �ಾರಗಳ ಅವvH  RನBb ೬ ~ಾ*ಪm�*� ಗಳು. 
~ಾ*ಪm�*� ಗಳನು' "ೕN�ೂಂRH ಇI!ಾE ನುಂಗ�ೕBೕ ^ೂರತು ಅ�ದು :ನ'£ಾರದು ಅಥ�ಾ ಅHಯ£ಾರದು. 
"ೕವ> ಒp$ ಅಧ*ಯನದ�/ �ೂೕಂgಾdಸಲ\ಟV ನಂತರ, "ಮ$ನು' ಆtೂ,ೕU4ಾ� ಅಥ�ಾ hಾ/��ೂ=ೂಂRH 
"ಗRಪIಸ;ಾಗುತ<= (ಸ�,ಯವಲ/ದ ಪgಾಥU) ಮತು< ೧:೧ರ ಅನುhಾತದ�/ !ಾದೃZ¢ೕಕNಸ;ಾಗುತ<=. 

• ಆtೂ,ೕU4ಾ� – ೪೦ ಪ,-ೕ�ಾ�Uಗಳು ೫೦೦ ��ಾ,ಂನ ೩ ~ಾ*ಪm�*� ಗಳ qೂೕಸನು' (೧೫೦೦ ��ಾ,ಂ) 
RನBb ಎರಡು £ಾN (RನBb ಒಟುV ೬ ~ಾ*ಪm�*� ಗಳು) �SೕಕNಸು�ಾ<�. 

• hಾ/��ೂ –೪೦ ಪ,-ೕ�ಾ�Uಗಳು ೩ FಾW,ಗಳ qೂೕಸನು' RನBb ಎರಡು £ಾN (RನBb ಒಟುV ೬ FಾW,ಗಳು) 
�SೕಕNಸು�ಾ<�. 

೫೫೫೫. . . . ಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದ    k=ಾ�ಸk=ಾ�ಸk=ಾ�ಸk=ಾ�ಸ    
ಅಧ*ಯನವ> ಮ�hಾ� ಆಕು*�ೂೕ�ಾ ರವNಂದ ನqಸಲ\ಡು:<=. "ೕವ> ಅಧ*ಯನ �ೖದ*ರು "ಧUN�ದಂW ಅಧ*ಯನ 
ಅವಶ*ಕWಗಳನು' ಪm�ೖ�ದ�/ "ಮ$ನು' ಅಧ*ಯನದ�/ ಸಂ6ಾವ* 6ಾEೕgಾರoಾE ಪNಗ�ಸ;ಾಗುತ<=. "ಮ$ನು' 
ಅಧ*ಯನದ�/ �ೂೕಂgಾd�Bೂಂಡ�/ "ೕವ> ೮೦ ಪ,-ೕ�ಾ�Uಗಳ�/ ಒಬQoಾಗು:<ೕN. ಅಧ*ಯನದ "Nೕ�ತ 
~ಾ;ಾವvಯು ಸುFಾರು ೫ �ಾರಗ¥ಾEರುತ<�. 

"ೕವ> BಳEನ ¦ೕuಗಳ�/ ಅಧ*ಯನ ಸ}ಳBb ¦ೕu "ೕಡ�ೕ~ಾಗುತ<=. 
ಎ.  �b§ೕ"ಂ�/¦ೕu ೧ (cದಲ ¦ೕu)  
�.  �ೕ� �ೖ�/¦ೕu ೨ (Rನ ೦)(¦ೕu ೧Nಂದ ೧೪ Rನಗ{ೂಳH) 
�.  ¦ೕu ೩ (�ೕ� �ೖ� ¦ೕudಂದ ೧ �ಾರದ ನಂತರ) 
I.  ¦ೕu ೪ (�ೕ� �ೖ� ¦ೕudಂದ ೨ �ಾರಗಳ ನಂತರ) 
ಇ.  ¦ೕu ೫ (�ೕ� �ೖ� ¦ೕudಂದ ೩ �ಾರಗಳ ನಂತರ) 
ಎ¨.  ¦ೕu ೬ (�ೕ� �ೖ� ¦ೕudಂದ ೪ �ಾರಗಳ ನಂತರ) (ಇದು ಅಧ*ಯನದ ಅಂ:ಮ ¦ೕu!ಾEರುತ<=) 
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ಪ,ಸಕ< ¦ೕuಯನು' �b§ೕ"ಂ� ¦ೕu ಎಂದು ಕ�ಯ;ಾಗುತ<=, ಈ ಸಂದಭUದ�/ ಅಧ*ಯನ �ೖದ*ರು �©ನ' 
Fಾನದಂಡಗಳನು' ಪNೕ�ಸು�ಾ<� ಮತು< "ೕವ> ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಬಹು=ೕ ಎನು'ವ>ದನು' "ಧUNಸು�ಾ<�. "ೕವ> 
ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಅಹU�ಂದು ಕಂಡುಬಂದ�/, ನಂತರ "ಮ$ನು' BಳEನ ಎರಡರ�/ !ಾವ>gಾದ�ೂಂದು 
Z��ಾ� ಗುಂ[H “!ಾದೃZ¢ೕಕNಸ;ಾಗುತ<=”. !ಾದೃZ¢ೕಕರಣ ಎಂದ� "ಮ$ನು' lಾಧ*Wಯ pೕ�H ಗುಂಪ>ಗXH 
 ೕNಸುವ>ದು. "ೕ�ಾಗ�ೕ ಅಥ�ಾ ಅಧ*ಯನ �ೖದ*oಾಗ�ೕ, ಅಧ*ಯನದ�/ "ೕವ> !ಾವ ಗುಂ[ನ�/ ಇರು:<ೕN 
ಎನು'ವ>ದನು' ಆLb Fಾಡ;ಾಗದು ಅಥ�ಾ ಅಧ*ಯನದ ಸಮಯದ�/ "ೕವ> !ಾವ ಗುಂ[H  ೕNRAೕN ಎನು'ವ>ದನೂ' 
:XRರುವ>Rಲ/.  

LlmಾnLlmಾnLlmಾnLlmಾn    ಅಂಗಅಂಗಅಂಗಅಂಗ ಪ�1ೕ9ಾ:�ಗಳಪ�1ೕ9ಾ:�ಗಳಪ�1ೕ9ಾ:�ಗಳಪ�1ೕ9ಾ:�ಗಳ    ಸಂT�ಸಂT�ಸಂT�ಸಂT�    "ಾoಾವ_"ಾoಾವ_"ಾoಾವ_"ಾoಾವ_    pೂೕ�ೕqpೂೕ�ೕqpೂೕ�ೕqpೂೕ�ೕq    
ಆtೂ,ೕU4ಾ� ೪೦ ೫ �ಾರಗಳು RನBb ಎರಡು £ಾN ೩ FಾW,ಗಳು 
hಾ/��ೂ ೪೦ ೫ �ಾರಗಳು RನBb ಎರಡು £ಾN ೩ FಾW,ಗಳು 
೬೬೬೬. . . . ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    ಪ�l�sಪ�l�sಪ�l�sಪ�l�s    

ಅಧ*ಯನವ>  ೂಂಟ, cಣ~ಾಲು, ಭುಜಗಳು, ಕು:<H ಅಥ�ಾ ಮ�ಕಟುVಗಳ �ೂೕವ>ಯುಕ< ಆ�V-ೕಆt,ೖUu� 
^ೂಂRರುವ ಪ,-ೕ�ಾ�Uಗಳ�/ ಆtೂ,ೕU4ಾ� ನ ಸುರ�W ಮತು< ಪN�ಾಮವನು' Fೌಲ*Fಾಪನ Fಾಡುತ<=.   

ಅಧ*ಯನ ಜನಸಂª*ಯು ಎರಡೂ �ಂಗಗಳ ೧೮ ವಷU ಅಥ�ಾ ಅದ�bಂತ ^Zzನ ವಯ��ನ  ೂಂಟ, cಣ~ಾಲು, ಭುಜಗಳು, 
ಕು:<H ಅಥ�ಾ ಮ�ಕಟುVಗಳ �ೂೕವ>ಯುಕ< ಆ�V-ೕಆt,ೖUu� ^ೂಂRರುವ>gಾE ಪW<!ಾEರುವ �ೂೕEಗಳನು' 
ಒಳHೂಂIರುತ<=. !ಾವ>=ೕ ಅಧ*ಯನ ಸಂಬಂvೕ ಪ,�,Lಗಳನು' ಅಥ�ಾ Fೌಲ*Fಾಪನಗಳನು' ನqಸುವ cದಲು 
�b§ೕ"ಂ� ನ�/ "�$ಂದ Fಾ8:ಯುಕ< ಒ[\Hಯನು' WHದುBೂಳD;ಾಗುತ<=. "ೕವ> ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು 
ಅಹUoಾERAೕ�ೕ ಎಂಬುದನು' �ೂೕಡಲು �b§ೕ"ಂ� �3/ೕಷ�ಗಳನು' ನqಸ;ಾಗುತ<=.         

ಒಂದು �ವರ�ಾದ �ೖದ*�ೕಯ iಾಗೂ ಶಸ�Z�W�ಯ 8�'�ಯನು' ("ೕವ> ಅನುಭ��ದ 8ಂRನ !ಾವ>=ೕ �ೖದ*�ೕಯ 
ಪN�}:ಗಳು ಅಥ�ಾ "ೕವ> ಒಳ�ಾದ !ಾವ>=ೕ ಶಸ�Z�W�ಗಳ 8�'�) WHದುBೂಳD;ಾಗುತ<=....    ಆ�V-ೕಆt,ೖUu�    ನ    
�ವರ�ಾದ    8�'�ಯನು'    WHದುBೂಳD;ಾಗುತ<=. . . . "ಮ$    ಹೃದಯ    ಬIತ,    ರಕ<=ೂತ<ಡ,    ಉಷ«W    ಮತು<    ಉ�oಾಟ    ಗ:ಯ    
ಸಂಪmಣU    ಪNೕrಯನೂ'    ನqಸ;ಾಗುತ<=.... "ೕವ>    ಒಂದ�bಂತ    ^ಚುz    ಸಂvಗಳ�/    ಆ�V-ೕಆt,ೖUu�    
ಅನುಭ�ಸು:<ದA�/,    ನಂತರ    ಅಧ*ಯನ    �ೖದ*ರು    ಅಧ*ಯನದ    ಒಳHೂಳುD�B/^ೂರತುಪIಸು�B    Fಾನದಂಡಗಳ    ಪ,~ಾರ    
ಅಧ*ಯನBb    ಅ:    ಸೂಕ<�ಾದ    ಸಂvಯನು'    ಆLb    FಾIBೂಳುD�ಾ<�....  

�ೂೕಗBೂbಳ�ಾದ ಸಂvಯ �-�ರಣವನು' ನqಸು�ಾ<�. ^ಮ�ೂೕ�ೂೕ�, �ೕವರlಾಯನ �ಾಸ� ಮತು< ಮೂತ,ದ 
�3/ೕಷ� (ಇವ> ರಕ< iಾಗೂ ಮೂತ,ದ ಪNೕrಗಳ �ಧಗ¥ಾEರುತ<�) ಮುಂ�ಾದ ಪ,-ೕ�ಾಲಯ ಪNೕrಗX�ಾE ರಕ< 
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iಾಗೂ ಮೂತ,ದ FಾದNಯನು' WHದುBೂಳುD�ಾ<�. "ೕವ> ಮಗುವನು' ^ರಬಲ/ lಾಮಥ*U�ರುವ ಮ8{!ಾEದA� 
("ೕವ> ಗಭU ಧNಸಲು ಸಮಥUNದA�) ಮೂತ, ಗಭUTಾರ�ಾ ಪNೕrಯನು' ನqಸ;ಾಗುತ<= (ಮತು< ಪNೕrಯ ಫ��ಾಂಶವ> 
ನ~ಾoಾತ$ಕ�ಾEದA�/ ಅಂದ� "ೕವ> ಗ©U�!ಾEರRದA�/ Fಾತ, "ಮH ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಅವ~ಾಶ 
"ೕಡ;ಾಗುತ<=).  
ಅಧ*ಯನದ�/ "ಮ$ 6ಾಗವ8ಸು�Bಯ ಅವvಯ�/, �ೂೕ��ಾEನ �ಶು*ವ� ಅನ;ಾ�  bೕ�(�ಎಎ�), 
ಆ�V-ೕಆt,ೖUu� �ಾE  ೂಂಟ iಾಗೂ cಣ~ಾಲುಗಳ ಡಬೂ/*ಒಎಂಎ� (�ಸV�U ಒಂ�N- ಅಂ® 
Fಾ*~ಾ$ಸV� ಯೂ"ವ�Uuೕ�) ಸೂಚ*ಂಕ    ಪ,�ಾ'ವX ,    ಎ�    ಎ¨----೩೬    �ೕವನದ    ಗುಣಮಟVದ    ಪ,�ಾ'ವX    ಮತು<    
ಆ�V-ೕಆt,ೖUu�    ನ    �ೂೕEಯ    lಾವU:,ಕ    �3/ೕಷ�ಯಂತಹ ೪ ಪ,�ಾ'ವXಗಳನು' "ೕವ> ಉತ<Nಸ�ೕ~ಾಗಬಹುದು. 
ಎಲ/ ಪ,�ಾ'ವXಗಳನೂ' ಅಧ*ಯನ �ೖದ*ರು ಅಥ�ಾ ಅಧ*ಯನ �ೖದ*Nಂದ �ೕಮಕHೂಂಡ ಅಧ*ಯನ ತಂಡದ 
ಸದಸ*�ೂೕವUರು "c$ಂRH ಚZUಸು�ಾ<�. ಈ ಪ,�ಾ'ವXಗಳು "ಮ$ �ೂೕವ>, ಚಲನ�ೕಲW, ~ಾಯU"ವUಹ�ಯ �}: 
ಮುಂ�ಾದವ>ಗXH ಸಂಬಂv�ದ ಪ,3'ಗಳನು' ^ೂಂRರುತ<�.    

ಎಲ/ ಪ,�,Lಗಳ ನಂತರ, "ೕವ> ಅಧ*ಯನದ ಎಲ/ ಅವಶ*ಕWಗಳನು' ಪm�ೖ�ದ�/, ೧ �ಾರ "ಯ�ತ�ಾE ಅಧ*ಯನ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' WHದುBೂಳDಬಹು=ೕ ಎಂಬುದನು' �ೂೕಡಲು "ಮH ಅಧ*ಯನ �ೖದ*ರು ೧ �ಾರ~ಾbE ಅಧ*ಯನ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' "ೕಡು�ಾ<�. ಇದನು' ರ�-ಇ� ಅವv ಎಂದು ಕ�ಯು�ಾ<�. ಇದು Z��ಾ� ಅವvಯ�/ ಅಧ*ಯನ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' !ಾವ Nೕ:ಯ�/ WHದುBೂಳD�ೕಕು ಎಂಬುದನು' ರೂ± FಾIBೂಳDಲು ಅವ~ಾಶವನು' 
ಒದEಸುತ<=. "ೕವ> ಈ ಅವvಯ�/ !ಾವ>=ೕ ~ಾ*ಪm�*� ಗಳನು' ತ[\�BೂಳDಲು ಅವ~ಾಶ�ರುವ>Rಲ/ ಮತು< "ೕವ> 
ಎಷುV "ಯ�ತ�ಾE "ಮ$ ~ಾ*ಪm�*� ಗಳನು'  ೕ�ಸು:<ೕN ಎನು'ವ>ದನು' ಅವಲಂ�� ಅಧ*ಯನ �ೖದ*ರು "ೕವ> 
ಅಧ*ಯನದ�/ ಮುಂದುವNಯಬಹು=ೕ ಅಥ�ಾ ಇಲ/�ೕ ಎಂಬುದನು' "ಧUNಸು�ಾ<�. 

ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸುವ ಅವvಯ�/, "ಯFಾವXಯ�/ ಅನುಮ:ಸ;ಾದ iಾಗೂ "RUಷVಪI�ದ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' ^ೂರತುಪI� ಇತರ !ಾವ>=ೕ �ೂೕ�ನ ಔಷ¯ೂೕಪ°ಾರಗಳನು' WHದುBೂಳುDವ>ದBb "ಮH 
ಅವ~ಾಶ�ರುವ>Rಲ/. "ೕವ> Bೕವಲ ಅಧ*ಯನ �ೖದ*ರು "ೕಡುವ hಾ*oಾ ಟFಾ� (ಒಂದು �ಧದ �ೂೕವ> "�ಾರಕ ಔಷಧ) 
ಅನು' Fಾತ, WHದುBೂಳDಬಹುದು. ಇದನು' ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ ಎನ';ಾಗುತ<=. "ೕವ> ಪ,: RನBb ಗNಷ² ೮ 
hಾ*oಾ ಟFಾ� FಾW,ಗಳನು' WHದುBೂಳುDವ>ದBb ಅವ~ಾಶ�ರುತ<=. 

"ೕವ> hಾ*oಾ ಟFಾ� WHದುBೂಳುDವ>ದNಂದಲೂ ಇXB!ಾಗದ ಅ: :ೕವ,�ಾದ �ೂೕವನು' ಅನುಭ�ಸು:<ದA�, "ೕವ> 
ಅದನು' ಅಧ*ಯನ �ೖದ*NH :Xಸ�ೕಕು. �ೖದ*ರು "ಮ$ �}:ಯನು' �3/ೕ�ಸು�ಾ<� ಮತು< "ೕವ> ಅಧ*ಯನದ�/ 
ಮುಂದುವNಯಬಹು=ೕ ಅಥ�ಾ "ಮ$ �ೂೕವನು' ಕIp Fಾಡಲು ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳನು' "ೕಡ�ೕ~ಾE=Lೕ 
ಎನು'ವ>ದನು' "ಧUNಸು�ಾ<�. "ಮH ಅಧ*ಯನದ�/ ಮುಂದುವNಯಲು ಅವ~ಾಶ ಒದE�ದ�/, �ೖದ*ರು "ಮH 
ಇಬುsm,³� ಅನು' "ೕಡು�ಾ<� (ಮWೂ<ಂದು �ಧದ �ೂೕವ> "�ಾರಕ ಔಷಧ). "ಮH Rನ�mಂದBb ಗNಷ² ೪ ಇಬುsm,³� 
FಾW,ಗಳನು' WHದುBೂಳುDವ>ದBb ಅನುಮ:dರುತ<=. "ಮ$ �ೖದ*ರು "ಮH ಈ ಅಧ*ಯನದ�/ ಅನುಮ:�ಲ/ದ 
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ಇ4ಾ*ವ>=ೕ  ಔಷ¯ೂೕಪ°ಾರವನು' "ೕಡುವ>ದು ಅಗತ*�ಾಗುತ<= ಎಂದು 6ಾ��ದ�/, "ಮ$ನು' ಅಧ*ಯನRಂದ 
Bೖ�ಡ;ಾಗುತ<= ಮತು< ಪ,Fಾ�ೕಕೃತ ~ಾಳ�ಯಂWLೕ ಸೂಕ< Z�W�ಯನು' "ೕಡ;ಾಗುತ<=. 

ಅಧ*ಯನ ಸ}ಳBb "ಮ$ !ಾವ>=ೕ ಅಧ*ಯನ ¦ೕuಗXEಂತ ಕ"ಷ² ೨ Rನ (೪೮ ಗಂ�ಗಳ) cದಲು "ೕವ> ಎರಡೂ �ೂೕವ> 
"�ಾರಕ ಔಷ¯ೂೕಪ°ಾರಗಳ  ೕವ�ಯನು' (hಾ*oಾ ಟFಾ� ಅಥ�ಾ ಇಬುsm,³�) "�/ಸ�ೕಕು. ಇದNಂದ "ಮ$ 
"ಗRತ ಅಧ*ಯನ ¦ೕuಗಳ �ೕ{ಯ�/ �ೂೕ�ನ ಸೂಕ<�ಾದ �3/ೕಷ�ಯನು' ನqಸಬಹುgಾE=. 

"ಮH    ಅಧ*ಯನ    qೖNಯನು'    ಕೂಡ "ೕಡ;ಾಗುತ<=    iಾಗೂ    ಔಷ¯ೂೕಪ°ಾರಗXH    !ಾವ>=ೕ    ಅಡ�    ಪN�ಾಮಗಳನು',    ಪ,:    
Rನ    "ೕವ>    ಅನುಭ��ದ    �ೂೕವನು'    (�ೂೕ��ಾEನ    �ಶು*ವ�    ಅನ;ಾ�     bೕ�    ಉಪ-ೕE�),    ಅಧ*ಯನದ    ಅವvಯ�/    
"ೕವ>     ೕ��ದ    ಇ4ಾ*ವ>=ೕ    ಔಷ¯ೂೕಪ°ಾರಗಳನು',    "ೕವ>    !ಾವ>gಾದರೂ    qೂೕಸನು'    ತ[\�Bೂಂಡ�    ––––    "ೕವ>    
ಔಷ¯ೂೕಪ°ಾರವನು' ತ[\�Bೂಂಡ    Rನ    ಮತು<    ಅದBb    ~ಾರಣ,    "ೕವ>    hಾ*oಾ ಟFಾ�    ಅಥ�ಾ    ಇಬುsm,³�     ೕ��ದ    
Rನಗಳು    ಮತು<    ಪ,:Rನ    WHದುBೂಂಡ    FಾW,ಗಳ    ಸಂª*ಯನು'    gಾಖ�ಸುವಂW    Bೕಳ;ಾಗುತ<=.... 

¦ೕu ೨Nಂದ "ಮ$ನು' ಅಧ*ಯನದ�/ ಮುಂದುವNಸುವ ಅಂ:ಮ "TಾUರವನು', �ೖದ*ರು "ಮ$ ಪ,-ೕ�ಾಲಯ 
ಪNೕrಗಳ ಫ��ಾಂಶಗಳು, "ಮ$ qೖN gಾಖ�ಗಳು ಮತು< ಇತರ ಅಧ*ಯನ Fಾನದಂಡಗಳನು' ಮರುಪN�ೕ��ದ ನಂತರ 
WHದುBೂಳುD�ಾ<�. cದಲ ¦ೕuಯ ನಂತರ, "ೕವ> ಅಧ*ಯನ ಸ}ಳವನು' ಇನೂ' ೫ ¦ೕuಗX�ಾE ಸಂದ�Uಸ�ೕ~ಾಗುತ<= – 
�ೕ� �ೖ� (Rನ ೦ - ¦ೕu ೨ – cದಲ ¦ೕudಂದ ೧೪ Rನಗ{ೂಳH), �ಾರ ೧ (¦ೕu ೩), �ಾರ ೨ (¦ೕu ೪),  �ಾರ ೩ 
(¦ೕu ೫) ಮತು< ಅಧ*ಯನ ಮು~ಾ<ಯ ¦ೕu (¦ೕu ೬/�ಾರ ೪). ಸ}ಳದ �ಬQಂRಯು "ಮ$ ¦ೕuಯ �ೕ¥ಾಪuVಗಳನು' 
"c$ಂRH ಚZUಸು�ಾ<�. 

ಪ,: ¦ೕuಯ�/ಯೂ (¦ೕu ೨, ¦ೕu ೩, ¦ೕu ೪ ಮತು< ¦ೕu ೫), ಅಧ*ಯನ �ೖದ*ರು "ಮ$ ಪ,ಮುಖ Z^'ಗಳನು' 
(ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, £ಾdಯ ಉಷ«W, ಉ�oಾಟದ ಗ:) ಪNೕ�ಸು�ಾ<� iಾಗೂ ಅಧ*ಯನBb 
ಪNಗ�ಸ;ಾEರುವ ಸಂvಯ ಪNೕrಯನು' ನqಸು�ಾ<�. ಅಧ*ಯನ �ೖದ*ರು !ಾವ>=ೕ ^ೂಸ ಪ,:ಕೂಲ ಘಟ�ಗಳ ಕುNತು 
Bೕಳು�ಾ<� (�ೖದ*�ೕಯ Z�W� ಅಥ�ಾ ಪ,�,Lಯ ಬಳBH ಸಂಬಂv�=Lೕ ಅಥ�ಾ ಇಲ/�ೕ ಎನು'ವ>ದನು' ಪNಗ�ಸ=ೕ 
ಅಧ*ಯನದ ಅವvಯ�/ ಉಂfಾಗುವ ಅಸಹಜ ಪ,-ೕ�ಾಲಯ 3ೂೕಧ�, �ೖದ*�ೕಯ Z�W� ಅಥ�ಾ ಪ,�,Lಯ ಬಳBH 
ಸಂಬಂv�ದ �ೂೕಗಲ�ಣ ಅಥ�ಾ ´ಾd�ಗಳನು' ಒಳHೂಂಡು !ಾವ>=ೕ ಅ4ಾನುಕೂಲಕರ ಅಥ�ಾ ಅನು=Aೕ�ತ Z^'ಗಳು) 
ಮತು< "ೕವ> !ಾವ>gಾದರೂ ^ೂಸ ಔಷ¯ೂೕಪ°ಾರಗಳನು'  ೕ�ಸು:<ದA� ಅವನು' gಾಖ�ಸಲು ^ೕಳು�ಾ<�. pೕ� 
ಉ�/ೕµ�ದ ಎಲ/ ಪ,�ಾ'ವXಗಳನೂ' (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ ಆ�V-ೕಆt,ೖUu�    �ಾEನ    
ಡಬೂ/*ಒಎಂಎ�    ಸೂಚ*ಂಕ,    ಎ�    ಎ¨----೩೬    �ೕವನದ    ಗುಣಮಟVದ    ಪ,�ಾ'ವX    ಮತು<    ಆ�V-ೕಆt,ೖUu�    ನ    �ೂೕEಯ    
lಾವU:,ಕ    �3/ೕಷ�) "ೕವ> ತುಂಬ�ೕಕು. ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ಪ,-ೕ�ಾ�U qೖN ಮತು< ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ 
(hಾ*ರ ಟFಾ� ಅಥ�ಾ ಇಬುsm,³�)ವನು' ಮುಂRನ ಒಂದು �ಾರ~ಾbE "ೕಡ;ಾಗುತ<=.  
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¦ೕu    ೬ (¦ೕu    ೨Nಂದ    ೪    �ಾರಗಳ    ನಂತರ)    ಅಧ*ಯನದ    Bೂ�ಯ    ¦ೕu!ಾEರುತ<=.    ಈ    ¦ೕuಯ�/,    "ಮ$    =ೕಹದ    
ಸಂಪmಣU    ಪNೕrಯನು' (ಪ,ಮುಖ    Z^'ಗಳು    ಮತು<    ಸಂvಯ    ಪNೕrಯನು'    ಒಳHೂಂಡು)    ನqಸ;ಾಗುತ<=.    
ಪ,-ೕ�ಾಲಯ    ಪNೕrಗX�ಾE    ರಕ<    ಮತು<    ಮೂತ,ದ    FಾದNಗಳನು'    ಸಂಗ,8ಸ;ಾಗುತ<=.    "ೕವ>    4ಾಲುb    ಪ,�ಾ'ವXಗಳನು'    
ಪmಣUHೂXಸ�ೕ~ಾEರುತ<=.        

ಪ,: ¦ೕuಯ ಮು~ಾ<ಯದ�/, "ೕವ> ಬಳB Fಾಡ=ೕ ಇರುವ !ಾವ>=ೕ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರಗಳನು' ಮತು< ರ��ಾ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' iಾಗೂ "ೕವ> ಬಳ�ದ ಔಷ¯ೂೕಪ°ಾರಗಳ ´ಾ� £ಾಟ�ಗಳನು' 8ಂ:ರುEಸ�ೕಕು.   
"ೕವ> !ಾವ>=ೕ ಸಮಯದ�/ ^ಚುz �ೂೕವನು' ಅನುಭ��ದ�, !ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳು ಉಂfಾಗುವ>ದು, ^ಚುz 
ಔಷ¯ೂೕಪ°ಾರಗಳು ಅಗತ*�ಾಗುವ>ದು, ಇ�ಾ*RಗXH "ೕವ> "ಮ$ ಅಧ*ಯನ �ೖದ*NH Fಾ8: "ೕಡ�ೕಕು. �ೖದ*ರು 
ಸೂಕ<�ಂದು 6ಾ��ದ�, ಅವರು "ಮ$ನು' pೕ� ಉ�/ೕµ�ದ ೬ ¦ೕuಗಳನು' ^ೂರತುಪI� ^ಚುzವN ¦ೕu�ಾE 
ಕ�ಯಬಹುದು.  
0ItೕSಂu0ItೕSಂu0ItೕSಂu0ItೕSಂu    vೕ4vೕ4vೕ4vೕ4////vೕ4vೕ4vೕ4vೕ4    ೧೧೧೧        
"ೕವ> ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಒ[\Bೂಂಡ�, ಅಧ*ಯನ �ೖದ*ರು ಈ ¦ೕuಯ�/ BಳEನ �3/ೕಷ�ಗಳನು' 
ನqಸು�ಾ<� 

• "ೕವ> Fಾ8:ಯುಕ< ಒ[\H ಪತ,Bb ಸ8 Fಾಡ�ೕಕು. 
• �ವರ�ಾದ �ೖದ*�ೕಯ iಾಗೂ ಶಸ�Z��ಾ� 8�'�ಯನು' gಾಖ�ಸ;ಾಗುತ<=.  
• !ಾವ>=ೕ ಔಷ¯ೂೕಪ°ಾರದ 8�'�ಯನು' gಾಖ�ಸ;ಾಗುವ>ದು 
• �ವರ�ಾದ ಆ�V-ೕಆt,ೖUu� 8�'�ಯನು' ಸಂಗ,8ಸ;ಾಗುವ>ದು 
• "ಮ$ �ೖಯ�<ಕ 8�'�ಯನು' (ಮದ*hಾನ, ಧೂಮhಾನ ಮುಂ�ಾದವ>ಗಳ 8�'�ಯನು' ಒಳHೂಂಡು) 

gಾಖ�ಸ;ಾಗುತ<=.  
• ಜನಸಂ´ಾ*�ಾ��ೕಯ ದ�ಾ<ಂಶ (ಎತ<ರ, ತೂಕ, �ಎಂಐ – £ಾIೕ Fಾ� ಇಂq��{�ಎಂಐ ಎನು'ವ>ದು ವ*�<ಯ 

ತೂಕ iಾಗೂ ಎತ<ರBb ಸಂಬಂv�ದ ಮತು< ��ೂೕ�ಾ,ಂಗಳ�/ರುವ ತೂಕವನು' ಎತ<ರದ ಚದರ �ೕಟ� 
ಪ,FಾಣRಂದ 6ಾE� ಪqಯುವ ಸೂಚ*ಂಕ}) 

• "ಮ$ ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<ದ ಒತ<ಡ, £ಾdಯ ಉಷ«W, 
ಉ�oಾಟದ ದರ)  

• =ೖ8ಕ ಪNೕr 
• ಅಧ*ಯನದ�/ ಪNಗ�ಸ;ಾದ ಸಂvಯ ಪNೕr 
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• ಪ,-ೕ�ಾಲಯ ತhಾಸ�ಗX�ಾE ರಕ< ಮತು< ಮೂತ,ದ FಾದNಗಳನು' ಸಂಗ,8ಸುವ>ದು 
• ಮಗುವನು' ^ೂಂದಬಲ/ ಎಲ/ ಮ8{ಯN�ಾE (ಗ©U�!ಾಗುವ lಾಮಥ*U ^ೂಂRರುವ ಮ8{ಯರು) 

ಮೂತ, ಗಭUTಾರ�ಾ ಪNೕrಯನು' ನqಸ;ಾಗುವ>ದು  
• ಅಧ*ಯನ ಒಳHೂಳುD�B ಮತು< ^ೂರತುಪIಸು�B Fಾನದಂಡಗಳ �3/ೕಷ�   
• "ೕವ> Bಲ�mಂದು ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸ�ೕ~ಾEರುತ<=: 

                             �ೂೕ��ಾE �ಎಎ� 
                             cಣ~ಾಲು iಾಗೂ  ೂಂಟದ ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ 
                             ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� �ೕವನದ ಗುಣಮಟVದ ಪ,�ಾ'ವX  
                             ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�  
•  ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ಪ,-ೕ�ಾ�U qೖN ಮತು< ರ�ಕ ಔಷಧಗಳನು' ಪm�ೖಸ;ಾಗುತ<= ಮತು< "ಮH 

ಅವ>ಗಳ ಕುNತು ಸೂಚ�ಗಳನು' "ೕಡ;ಾಗುತ<=.  
Pೕ5Pೕ5Pೕ5Pೕ5    wೖxwೖxwೖxwೖx    vೕ4vೕ4vೕ4vೕ4    ((((vೕ4vೕ4vೕ4vೕ4    ೨೨೨೨////7ನ7ನ7ನ7ನ    ೦೦೦೦) ) ) ) ::::    
¦ೕu ೧ರ ನಂತರ "ೕವ> ಅಧ*ಯನದ�/ ಮುಂದುವNಯಲು ಅಹUರು ಎಂದು ಕಂಡುಬಂದ�/, "ಮ$ನು' ¦ೕu ೧ರ ೧೪ 
Rನಗ{ೂಳH ^ಚುzವN ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು ಆಮಂ:,ಸ;ಾಗುತ<=. BಳEನ ಪ,�,Lಗಳನು' �ೕ� �ೖ� ¦ೕuಯ 
ಅವvಯ�/(¦ೕu ೨) ನqಸ;ಾಗುತ<= 

• ಪ,:ಕೂಲ ಘಟ�ಗಳು, "ೕವ> ಅನುಭ��ದ �ೂೕವ>, "ೕವ>  ೕ��ದ !ಾವ>=ೕ ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳು, "ೕವ> 
ಎಲ/ Rನಗಳ�/ಯೂ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು'  ೕ��RAೕ�ೕ ಮತು< Rನ�mಂದBb "ೕವ> WHದುBೂಂಡ 
ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ ಸಂª*�ಾE ಪmಣUHೂX�ದ ಪ,-ೕ�ಾ�U qೖNಯನು' ಮರುಪN�ೕ�ಸ;ಾಗುತ<=. 

• ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, ಉಷ«W, ಉ�oಾಟದ ಗ:) 
• ಸಂvಯ ಪNೕrಯನು' ನqಸ;ಾಗುತ<=. 
• "ೕವ> 4ಾಲುb ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸು:<ೕN (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ 

ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ, ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� ಪ,�ಾ'ವX ಮತು< 
ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�) 

• ಅಧ*ಯನದ ಎಲ/ Fಾನದಂಡಗಳನು' ಮWೂ<p$ ಪNೕ�ಸ;ಾಗುವ>ದು ಮತು< ಅಧ*ಯನBb "ಮ$ 
ಅಹUWಯನು' "ಧUNಸ;ಾಗುವ>ದು.   

• ಮುಂRನ ಒಂದು �ಾರ~ಾbE ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ ಮತು< ಪ,-ೕ�ಾ�U 
qೖNಯನು' "ಮH "ೕಡ;ಾಗುತ<=. 
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"ೕವ> �ೕ� �ೖ� ¦ೕuಯ�/ ಅಧ*ಯನ ಪ,�ೕಶ Fಾನದಂಡವನು' ಪmಣUHೂXಸ=ೕ ಇದA�, "ೕವ> ಅಧ*ಯನದ�/ 
ಮುಂದುವNಯವ>ದು lಾಧ*�ಾಗುವ>Rಲ/. 
vೕ4vೕ4vೕ4vೕ4    ೩೩೩೩: (: (: (: ('ಾರ'ಾರ'ಾರ'ಾರ    ೧೧೧೧    ++++    ೧೧೧೧    7ನ7ನ7ನ7ನ))))    
¦ೕu ೨ರ ಒಂದು �ಾರದ ನಂತರ ¦ೕu ೩ರ �3/ೕಷ�ಗX�ಾE ಅಧ*ಯನ ಸ}ಳBb ¦ೕu "ೕಡ�ೕಕು. ಈ ¦ೕu�ಾE, ೧ Rನದ 
�ಂqೂೕ ಅವvಯನು' ಒದEಸ;ಾEರುತ<=. ಅಂದ� ¦ೕu ೨ರ ನಂತರ ೭�ೕ ಇಲ/�ೕ ೮�ೕ Rನದಂದು ಅಧ*ಯನ ಸ}ಳBb ¦ೕu 
"ೕಡಬಹುದು. 

• ಪmಣUHೂX�ದ ಪ,-ೕ�ಾ�U qೖNಯನು' !ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳು, "ೕವ> ಅನುಭ��ದ �ೂೕವ>, "ೕವ> 
 ೕ��ದ !ಾವ>=ೕ ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳು, "ೕವ> ಎಲ/ Rನಗಳ�/ಯೂ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' 
 ೕ��RAೕ�ೕ ಎಂಬುದನು' :Xಯುವ>ದ~ಾbE ಮತು< ಪ,: Rನ "ೕವ> WHದುBೂಂಡ ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ 
ಸಂª*�ಾE ಮರುಪN�ೕ�ಸ;ಾಗುತ<=.    

• ಎಲ/ ಬಳಸ=ೕ ಇರುವ ಔಷ¯ೂೕಪ°ಾರಗಳು ಮತು< ಬಳ�ದ ಔಷ¯ೂೕಪ°ಾರಗಳ ´ಾ� £ಾಟ�ಗಳನು' 
ಸಂಗ,8ಸ;ಾಗುತ<= 

• ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, ಉಷ«W, ಉ�oಾಟದ ಗ:) 
•  ಸಂvಯ ಪNೕrಯನು' ನqಸ;ಾಗುತ<=. 
• "ೕವ> 4ಾಲುb ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸು:<ೕN (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ 

ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ, ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� ಪ,�ಾ'ವX ಮತು< 
ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�) 

• ಮುಂRನ ಒಂದು �ಾರ~ಾbE ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ ಮತು< ಪ,-ೕ�ಾ�U 
qೖNಯನು' "ಮH "ೕಡ;ಾಗುತ<=. 

vೕ4vೕ4vೕ4vೕ4    ೪೪೪೪: (: (: (: ('ಾರ'ಾರ'ಾರ'ಾರ    ೨೨೨೨± ± ± ± ೧೧೧೧    7ನ7ನ7ನ7ನ))))    
¦ೕu ೩ರ ನಂತರ ೭ Rನಗಳ�/ ¦ೕu ೪ರ �3/ೕಷ�ಗಳನು' ನqಸ;ಾಗುತ<= (ಅಂದ� ¦ೕu ೨Nಂದ ೧೪ Rನಗಳ�/). ಈ 
¦ೕu�ಾE, "ಮH ± ೧ Rನದ �ಂqೂೕ ಅವvಯನು' ಒದEಸ;ಾEರುತ<=. ಅಂದ� "ೕವ> ¦ೕu ೩ರ ನಂತರ ೬�ೕ- ೮�ೕ 
Rನ=ೂಳH ಅಧ*ಯನ ಸ}ಳBb ¦ೕu "ೕಡಬಹುದು. 

• ಪmಣUHೂX�ದ ಪ,-ೕ�ಾ�U qೖNಯನು' !ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳು, "ೕವ> ಅನುಭ��ದ �ೂೕವ>, "ೕವ> 
 ೕ��ದ !ಾವ>=ೕ ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳು, "ೕವ> ಎಲ/ Rನಗಳ�/ಯೂ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' 
 ೕ��RAೕ�ೕ ಎಂಬುದ~ಾbE ಮತು< ಪ,: Rನ "ೕವ> WHದುBೂಂಡ ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ ಸಂª*�ಾE 
ಮರುಪN�ೕ�ಸ;ಾಗುತ<=.    
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• ಎಲ/ ಬಳಸ=ೕ ಇರುವ ಔಷ¯ೂೕಪ°ಾರಗಳು ಮತು< ಬಳ�ದ ಔಷ¯ೂೕಪ°ಾರಗಳ ´ಾ� £ಾಟ�ಗಳನು' 
ಸಂಗ,8ಸ;ಾಗುತ<= 

• ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, ಉಷ«W, ಉ�oಾಟದ ಗ:) 
• ಸಂvಯ ಪNೕrಯನು' ನqಸ;ಾಗುತ<=. 
• "ೕವ> 4ಾಲುb ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸು:<ೕN (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ 

ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ, ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� ಪ,�ಾ'ವX ಮತು< 
ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�) 

• ಮುಂRನ ಒಂದು �ಾರ~ಾbE ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ ಮತು< ಪ,-ೕ�ಾ�U 
qೖNಯನು' "ಮH "ೕಡ;ಾಗುತ<=. 

vೕ4vೕ4vೕ4vೕ4    ೫೫೫೫: (: (: (: ('ಾರ'ಾರ'ಾರ'ಾರ    ೩೩೩೩++++೧೧೧೧    7ನ7ನ7ನ7ನ)))) 
¦ೕu ೪ರ ನಂತರ ೭ Rನಗಳ�/ ¦ೕu ೫ರ �3/ೕಷ�ಗಳನು' ನqಸ;ಾಗುತ<=. ಈ ¦ೕu�ಾE, "ಮH ± ೧ Rನದ �ಂqೂೕ 
ಅವvಯನು' ಒದEಸ;ಾEರುತ<=. ಅಂದ� ¦ೕu ೪ರ ನಂತರ ೬�ೕ- ೮�ೕ Rನ=ೂಳH ಅಧ*ಯನ ಸ}ಳBb ¦ೕu "ೕಡಬಹುದು. 

• ಪmಣUHೂX�ದ ಪ,-ೕ�ಾ�U qೖNಯನು' !ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳು, "ೕವ> ಅನುಭ��ದ �ೂೕವ>, "ೕವ> 
 ೕ��ದ !ಾವ>=ೕ ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳು, "ೕವ> ಎಲ/ Rನಗಳ�/ಯೂ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' 
 ೕ��RAೕ�ೕ ಎಂಬುದ~ಾbE ಮತು< ಪ,: Rನ "ೕವ> WHದುBೂಂಡ ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ ಸಂª*�ಾE 
ಮರುಪN�ೕ�ಸ;ಾಗುತ<=.    

• ಎಲ/ ಬಳಸ=ೕ ಇರುವ ಔಷ¯ೂೕಪ°ಾರಗಳು ಮತು< ಬಳ�ದ ಔಷ¯ೂೕಪ°ಾರಗಳ ´ಾ� £ಾಟ�ಗಳನು' 
ಸಂಗ,8ಸ;ಾಗುತ<= 

• ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, ಉಷ«W, ಉ�oಾಟದ ಗ:) 
• ಸಂvಯ ಪNೕrಯನು' ನqಸ;ಾಗುತ<=. 
• "ೕವ> 4ಾಲುb ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸು:<ೕN (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ 

ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ, ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� ಪ,�ಾ'ವX ಮತು< 
ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�) 

• ಮುಂRನ ಒಂದು �ಾರ~ಾbE ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ, ರ��ಾ ಔಷ¯ೂೕಪ°ಾರ ಮತು< ಪ,-ೕ�ಾ�U 
qೖNಯನು' "ಮH "ೕಡ;ಾಗುತ<=. 
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vೕvೕvೕvೕ4444    ೬೬೬೬: : : : ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    vೕ4ಯvೕ4ಯvೕ4ಯvೕ4ಯ    ಮು"ಾಯಮು"ಾಯಮು"ಾಯಮು"ಾಯ    (((('ಾರ'ಾರ'ಾರ'ಾರ    ೪೪೪೪    ± ± ± ± ೧೧೧೧    7ನ7ನ7ನ7ನ))))    
ಇದು ಅಧ*ಯನದ Bೂ�ಯ ¦ೕu!ಾEರುತ<=. ಈ ¦ೕuಯನು' ¦ೕu ೫ರ ನಂತರ ೭ Rನಗಳ ಬXಕ ನqಸ;ಾಗುತ<=. 
¦ೕu�ಾE, ± ೧ Rನದ �ಂqೂೕ ಅವvಯನು' ಒದEಸ;ಾಗುತ<=. ಅಂದ� "ೕವ> ¦ೕu ೫ರ ನಂತರ ೬�ೕ-೮�ೕ Rನಗಳ�/ ಸ}ಳBb 
¦ೕu "ೕಡಬಹುದು. 

• ಪmಣUHೂX�ದ ಪ,-ೕ�ಾ�U qೖNಯನು' !ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳು, "ೕವ> ಅನುಭ��ದ �ೂೕವ>, "ೕವ> 
 ೕ��ದ !ಾವ>=ೕ ಇತರ ಔಷ¯ೂೕಪ°ಾರಗಳು, "ೕವ> ಎಲ/ Rನಗಳ�/ಯೂ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' 
 ೕ��RAೕ�ೕ ಎಂಬುದ~ಾbE ಮತು< ಪ,: Rನ "ೕವ> WHದುBೂಂಡ ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ ಸಂª*�ಾE 
ಮರುಪN�ೕ�ಸ;ಾಗುತ<=.  

• ಎಲ/ ಬಳಸ=ೕ ಇರುವ ಔಷ¯ೂೕಪ°ಾರಗಳು ಮತು< ಬಳ�ದ ಔಷ¯ೂೕಪ°ಾರಗಳ ´ಾ� £ಾಟ�ಗಳನು' 
ಸಂಗ,8ಸ;ಾಗುತ<= 

• ಪ,ಮುಖ Z^'ಗಳನು' gಾಖ�ಸ;ಾಗುವ>ದು (ಹೃದಯ ಬIತ, ರಕ<=ೂತ<ಡ, ಉಷ«W, ಉ�oಾಟದ ಗ:) 
• ಸಂಪmಣU =ೖ8ಕ ತhಾಸ�ಯನು' ನqಸ;ಾಗುತ<= 
• ಪ,-ೕ�ಾಲಯ ಪNೕrಗX�ಾE ರಕ< iಾಗೂ ಮೂತ, FಾದNಗಳನು' WHದುBೂಳD;ಾಗುತ<=. 
• ಸಂvಯ ಪNೕrಯನು' ನqಸ;ಾಗುತ<=. 
• "ೕವ> 4ಾಲುb ಪ,�ಾ'ವXಗಳನು' ಉತ<Nಸು:<ೕN (�ೂೕ��ಾE �ಎಎ�, cಣ~ಾಲು iಾಗೂ  ೂಂಟದ 

ಆ�V-ೕಆt,ೖUu� �ಾEನ ಡಬೂ/*ಒಎಂಎ� ಸೂಚ*ಂಕ, ಎ� ಎ¨-೩೬ ಕೂ*ಒಎ� ಪ,�ಾ'ವX ಮತು< 
ಆ�V-ೕಆt,ೖUu� ನ �ೂೕEಯ lಾವU:,ಕ �3/ೕಷ�) 

ಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದಅಧ�ಯನದ    yಾ�ೕzಾರB9ಾ�yಾ�ೕzಾರB9ಾ�yಾ�ೕzಾರB9ಾ�yಾ�ೕzಾರB9ಾ�    ಸೂಚ,ಗಳುಸೂಚ,ಗಳುಸೂಚ,ಗಳುಸೂಚ,ಗಳು:::: 
೧.  ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುDವ ಅವvಯ�/, ತುಂಬ ದ,ವಗಳನು' "ೕವ> ಕುIಯು:<ೕN ಎಂಬುದನು' ದಯ�ಟುV 

´ಾತNಪI�BೂXDN. (ಪ,:Rನ ಕ"ಷ² ೨ �ೕಟ� ಗಳಷುV "ೕರು) 
೨. "ಮ$ ಅಧ*ಯನ ಅವvಯ�/ ಅಧ*ಯನ �ೖದ*NH Hೂ:<ಲ/=ೕ !ಾವ>=ೕ �ೂೕವ> ಉಪಶಮನದ 

ಔಷ¯ೂೕಪ°ಾರಗಳನು' (FಾW,ಗಳು/ ಮು;ಾಮುಗಳು ಇ�ಾ*R) ದಯ�ಟುV ಬಳB Fಾಡ�ೕI  
೩. ಸ}ಳBb !ಾವ>=ೕ ¦ೕuEಂತ ೨ Rನಗಳ (೨೪ ಗಂ�ಗಳ) ಮುನ' ದಯ�ಟುV ರ��ಾ ಔಷ¯ೂೕಪ°ಾರಗಳ 

(hಾ*oಾ ಟFಾ� ಅಥ�ಾ ಇಬುsm,³�)  ೕವ�ಯನು' "�/� 
೪.  "ೕವ> ಮಗುವನು' ^ೂಂದುವ lಾಮಥ*Uವ>ಳD ಮ8{!ಾEದA� ಅಥ�ಾ ಮಗುವನು' ^ೂಂದುವ lಾಮಥ*Uವ>ಳD 

ಸಂ�ಾ:/ಪ:'ಯನು' ^ೂಂRರುವ ಪ>ರುಷoಾEದA�, "ೕವ> ಸೂಕ< ಗಭU"�ೂೕಧಕವನು' ಬಳB Fಾಡ�ೕಕು 
ಅಥ�ಾ ಅಧ*ಯನದ ಇIೕ ಅವvಯ�/ �ೖಂEಕ �,Ldಂದ ದೂರ�ರ�ೕಕು. 



Study Drug: Arthronat  

Protocol Number:  MA-CT-10-002                                                              

ICF Version No.: 1.0   

Version Date: 17 May 2010 

             

 

 MA-CT-10-002                                                           Screening number:                                                    Page 13 of 19 

Translated from English to Kannada on 27 May 2010 

೫.  ಪ,: ಅಧ*ಯನ ¦ೕuಯ ಅವvಯ�/ ಎಲ/ ಬಳB Fಾಡ=ೕ ಇರುವ ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರ iಾಗೂ ರ��ಾ 
ಔಷ¯ೂೕಪ°ಾರಗಳನು' iಾಗೂ ಬಳB FಾIರುವ ಔಷ¯ೂೕಪ°ಾರದ £ಾಟ�ಗಳನು' ಸ}ಳBb ತರುವ>ದನು' 
ದಯ�ಟುV �ನ[I.  

ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    \ೖದ�ರು\ೖದ�ರು\ೖದ�ರು\ೖದ�ರು    SಮiನುESಮiನುESಮiನುESಮiನುE    ಈಈಈಈ    ಅಧ�ಯನ7ಂದಅಧ�ಯನ7ಂದಅಧ�ಯನ7ಂದಅಧ�ಯನ7ಂದ    �ೖ|ಡುವ.ದ�I�ೖ|ಡುವ.ದ�I�ೖ|ಡುವ.ದ�I�ೖ|ಡುವ.ದ�I    "ಾರಣಗಳು"ಾರಣಗಳು"ಾರಣಗಳು"ಾರಣಗಳು        
Bಲವ> "RUಷV ಸ"'�ೕಶಗಳ�/, "ಮ$ ಅಧ*ಯನ �ೖದ*ರು ಅಥ�ಾ ಅಧ*ಯನದ hಾ,-ೕಜಕರು "ಮ$ ಪmವU 
ಒ[\Hdಲ/=ೕ "ಮ$ನು' �ೕಗ� Bೖ�ಡಲು "ಧUNಸಬಹುgಾದ lಾಧ*Wdರುತ<=. ಇದು BಳEನ ~ಾರಣಗXಂgಾE 
ನqಯಬಹುದು: 

ಎ)  "ೕವ> ಗಮ4ಾಹU�ಾದ ಅಸSಸ}Wdಂದ ಬಳಲು:<ದA� ಅಥ�ಾ ಅಧ*ಯನದ ಅವvಯ�/, "ಮH 
ಶಸ�Z�W� ಅಗತ*�ಾEದುA, ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುD�Bdಂದ "ಮH ಅhಾಯ 
ಉಂfಾಗಬಹುgಾEದA� 

�)  ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರRಂgಾE "ೕವ> ಪ,:ಕೂಲ ಘಟ�ಗಳನು' ಅನುಭ��ದ� 
�)  "ೕವ> ಅಧ*ಯನ ಅಗತ*Wಗ{ೂಂRH ^ೂಂRBೂಳDಲು �ಫಲoಾದ�  
I)  ಅಧ*ಯನ ಅಗತ*Wಗಳ ಅನುlಾರ WHದುBೂಳD=ೕ ಇರ�ೕ~ಾದ !ಾವ>=ೕ ಔಷ¯ೂೕಪ°ಾರಗಳನು' "ೕವ> 

 ೕ��ದ� 
ಇ)  "ಮ$ ಆ�ೂೕಗ* ಅಥ�ಾ ಅಧ*ಯನದ ಸಮಗ,Wಯನು' ^°ಾzE ಸಂರ�ಸುವ>ದು ಅಗತ*�ಾದ� 
ಎ¨)  ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುDವ ಅವvಯ�/ "ೕವ> ಗಭU ಧN�ದ� 
�)  ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು'  ೕ�ಸುವ�/ ಪ>ನoಾವ:Uತ iಾಗೂ ಸತತ�ಾE ಬದ¸oಾEರRದA�/ 
^¹)  hಾ,-ೕಜಕರು ಅಥ�ಾ ಸSತಂತ, �ೖ:ಕ�ಾ ಸ�: (ಐಇ�)/lಾಂ�}ಕ ಮರುಪN�ೕಲ4ಾ ಮಂಡX 

ಅಧ*ಯನವನು' ಅಂತ*HೂX�ದ� 
"ೕವ> !ಾವ>=ೕ ಸಮಯದ�/ "ಮ$ ಸSಂತ ಇº¢ಯ ಅನSಯ ಅಧ*ಯನRಂದ ^ೂರ�ೕಳಲು ಸSತಂತ,NRAೕN ಮತು< 
ಒ[\HH ಸ8 iಾ�ದ ಬXಕ "ೕವ> ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' ಪqಯ=ೕ ಇರುವ>ದನು' ಆLbFಾIBೂಳDಬಹುದು. 
^ೂರ ನqಯಲು, "ೕವ> ಅಧ*ಯನ �ೖದ*NH :Xಸ�ೕಕು. "ೕವ> ಸಂ3ೂೕಧ�dಂದ iಾಗೂ ಪ,�,LಗXಂದ 
8ಂWHದುBೂಳDಲು :ೕFಾU"�ದ�, ಮುಂದುವNಸ=ೕ ಇರುವ>ದರ ~ಾರಣವನು' (ಗಳನು') iಾಗೂ !ಾವ>=ೕ ಪ,:ಕೂಲ 
ಘಟ�ಗಳ ಇರು�Bಯ ಕುNತು "ಮ$ನು' Bೕಳ;ಾಗುತ<=. "ಮ$ನು' ಅಧ*ಯನ �ೖದ*ರು/�ಬQಂRಯು �ೂೕಡು�ಾ<� ಮತು< 
�3/ೕ�ಸು�ಾ<�. 
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೭೭೭೭. . . . ಈಈಈಈ    ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<    Rಾwೂ~ಳು�ವ.ದ�IRಾwೂ~ಳು�ವ.ದ�IRಾwೂ~ಳು�ವ.ದ�IRಾwೂ~ಳು�ವ.ದ�I    ಸಂಬಂ_0ದಸಂಬಂ_0ದಸಂಬಂ_0ದಸಂಬಂ_0ದ    ಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳು,    ಅ�ೌಖ�ಅ�ೌಖ�ಅ�ೌಖ�ಅ�ೌಖ�AAAAಗಳುಗಳುಗಳುಗಳು    ಮತುಮತುಮತುಮತು    ಮು,Eಚ�B�ಗಳುಮು,Eಚ�B�ಗಳುಮು,Eಚ�B�ಗಳುಮು,Eಚ�B�ಗಳು    
"ೕವ> ಅನುಭ�ಸಬಹುgಾದ ಅಧ*ಯನ ಔಷಧದ ಅತ*ಂತ lಾFಾನ* ಅಡ�ಪN�ಾಮ�ಂದ� ¦ೕR (ದ,ವ��,ತ Wಳು ಮಲದ 
ಸತತ ಘಟ�ಗಳು). "ೕವ> ಅಧ*ಯನ ಔಷ¯ೂೕಪ°ಾರವನು' WHದುBೂಳುDವ cದಲ Rನದಂದು ಮುಖ*�ಾE ಇದನು' 
ಕಂಡುಬರ�ದುA, ತ"'ಂ�ಾ�ೕ ಗುಣಮುಖ�ಾಗಬಹುgಾEರುತ<= (ಅಂದ� ಇದನು' "�/ಸುವ>ದBb !ಾವ>=ೕ 
ಔಷ¯ೂೕಪ°ಾರಗಳ ಅಗತ*W ಇರುವ>Rಲ/). ಆದರೂ "ೕವ> ೧ Rನ�bಂತ ^Zzನ ಅವvH :ೕವ, ¦ೕRಯನು' ಇತರ ಸಂಬಂvತ 
�ೂೕಗಲ�ಣಗ{ೂಂRH ("ಶ»�<, ತ� ಸುತು<ವ>ದು ಇ�ಾ*R) ಅನುಭ��ದ� ದಯ�ಟುV ಅದನು' ಅಧ*ಯನ �ೖದ*NH ವರR 
FಾIN. 

ಅಧ*ಯನದ�/ "ೕವ> hಾ�ೂ�ಳುD:<ರು�ಾಗ "ೕವ> ಇ4ಾ*ವ>=ೕ ಅಡ�ಪN�ಾಮಗಳು ಅಥ�ಾ ಅlೌಖ*Wಗಳನು' 
ಅನುಭ��ದ� ದಯ�ಟುV ಅವ>ಗಳನು' ಅಧ*ಯನ �ೖದ*NH ದಯ�ಟುV ವರR FಾIN. 

ರಕರಕರಕರಕ    A�ಯುk�ಯA�ಯುk�ಯA�ಯುk�ಯA�ಯುk�ಯ    ಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳು    
ರಕ<4ಾಳRಂದ (ರಕ<ವನು' Bೂಂqೂಯು*ವ °ಾ*ನ�) ರಕ<ವನು' WHಯುವ>ದ~ಾbE ಸೂ�ಯನು' ಬಳB Fಾಡುವ>ದನು' 
‘‘ರಕ<ವನು' WHಯುವ>ದು’’ ಎಂದು ಕ�ಯು�ಾ<�. ಒಂದ�bಂತ ^ಚುz £ಾN ರಕ<ವನು' WHಯಲು ಪ,ಯ:'ಸುವ>ದು 
ಅಗತ*�ಾಗಬಹುದು. ಈ ಅಧ*ಯನದ�/, ರಕ<ದ FಾದNಯನು' ¦ೕu ೧ ಮತು< ¦ೕu ೬ರ�/ iಾಗೂ !ಾವ>=ೕ 
ಪ,-ೕ�ಾಲಯ ಸಂ3ೂೕಧ�ಗಳನು' ನqಸುವ>ದು ಅಗತ*�ಂದು ಅಧ*ಯನ �ೖದ*ರು 6ಾ��ದ !ಾವ>=ೕ ಸಮಯದ�/ 
(!ಾವ>=ೕ ಪ,:ಕೂಲ ಘಟ�ಗಳ ಸಂದಭUಗಳಂW) ರಕ<ವನು' WHಯ;ಾಗುತ<=.  

ಪ,-ೕ�ಾಲಯ ಪNೕrಗX�ಾE ಒಟುV ೯ �.�ೕ (ಸುFಾರು ೨ ಚಹ ಚಮಚಗಳು) ರಕ<ವನು' WHಯ;ಾಗುತ<=. ಸೂ�ಯನು' 
ಚುಚುz�Bಯ ಮತು< ರಕ< WHಯುವ ಸಮಯದ�/ "ಮ$ WೂೕXನ�/ ಸSಲ\ಮuVH �ೂೕವ> ಮತು</ಅಥ�ಾ ಊತವನು' 
"ೕವ> ಅನುಭ�ಸಬಹುದು. ಈ ಪ,:�,Lಗಳು lಾFಾನ*�ಾE iಾ"~ಾರಕವಲ/, ಅಥ�ಾ ಅಲ\~ಾ�ೕನ ಅವvಯgಾAEದುA, 
"ಶ»�<ಯ ಕIp!ಾದ ಅ"�Bಯ ½ೂW �ವರುವ>ದು, ಹೃದಯ ಬIತಗಳು "Tಾನ�ಾಗುವ>ದು ಮತು< ರಕ<=ೂತ<ಡದ�/ 
ಇXBಗಳನು' ಒಳHೂಂIರುತ<�. 

೮೮೮೮. . . . ಪ.ನರುತ�	ಯಪ.ನರುತ�	ಯಪ.ನರುತ�	ಯಪ.ನರುತ�	ಯ    ಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳುಅRಾಯಗಳು    
ಗ©U� ಮ8{H ಅಥ�ಾ ಇನೂ' ಹುಟV=ೕ ಇರುವ ಮಗು�H !ಾವ>=ೕ ಅhಾಯಗಳು ಮತು< ಅಡ�ಪN�ಾಮಗಳನು' 
ಉಂಟುFಾಡುವ !ಾವ>=ೕ gಾಖ�ತ ಪ>oಾ�ಯೂ ಪW<!ಾEರುವ>Rಲ/. ಆದ� !ಾವ>=ೕ ಪ>ನರುತ\:<ಯ 
ಅhಾಯಗಳನು' ಪW<Fಾಡುವ>ದ~ಾbE �ೖದ*�ೕಯ ಪ,-ೕಗಗಳನು' ನqಸ=ೕ ಇರುವ>ದNಂದ, ಗ©U�/ಎ=iಾಲು�ಸುವ 
ಮ8{ಯರನು' (ಮಗು�H ಎ=iಾಲು�ಸುವ) ಅಧ*ಯನದ�/  ೕN�BೂಳD;ಾಗುವ>Rಲ/.  

"ೕವ> ಮಗುವನು' ^ೂಂದುವ lಾಮಥ*Uವ>ಳD ಮ8{!ಾEದA� (ಗ©U�!ಾಗಬಲ/ lಾಮಥ*U ^ೂಂRದA�) ಮತು< "ೕವ> 
ಅಧ*ಯನದ ಅವvಯ�/ ಗ©U�!ಾಗಲು -ೕ�ಸು:<ದA� ಅಥ�ಾ ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುD:<ರು�ಾಗ "ೕವ> 
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ಗ©U�!ಾದ� ಅಥ�ಾ ಅಧ*ಯನವನು' ಆರಂ©ಸು:<ರುವ ಸಮಯದ�/ ಎ=iಾಲು�ಸು:<ದA�, ದಯ�ಟುV ಅಧ*ಯನ 
�ೖದ*NH Fಾ8: "ೕIN. 

"ೕವ> ಗಭU ಧNಸುವ lಾಮಥ*Uವ>ಳD ಮ8{!ಾEದA�, "ೕವ> ಸಮಪUಕ ಗಭU"�ೂೕಧಕವನು' ಬಳಸುವ>ದು 
ಅಗತ*�ಾಗುತ<= (£ಾdಮೂಲಕ  ೕ�ಸುವ ಗಭU "�ೂೕಧಕಗಳು; ಗಭU"�ೂೕಧಕ hಾ*¹ ಗಳು /Nಂ� ಗಳು/ಇಂhಾ/ಂ� 
ಗಳು/ಚುಚುzಮRAನ; �ೂೕhಾ/Uಂ�®; qsm-sm,�ರ®; ತq�Tಾನಗಳು (ಉgಾ. ~ಾಂqೂೕ� ಮತು< ಸ\�U ೖ®); 
ಐಯುI) ಅಥ�ಾ ಅಧ*ಯನದ "ಮ$ hಾ�ೂ�ಳುD�Bಯ ಇIೕ ಅವvಯ�/ �ೖಂEಕ �,Ldಂದ ದೂರ�ರ�ೕಕು. 
"ೕವ> ಪ>ರುಷoಾEದುA "ಮ$ ಪ:'/ಸಂ�ಾ: ಮಗುವನು' ^ೂಂದುವ lಾಮಥ*Uವ>ಳDವoಾEದA� "ೕ�ಬQರೂ 
ಗಭU"�ೂೕಧದ ಸೂಕ< �Tಾನಗಳನು' ಬಳB Fಾಡ�ೕ~ಾಗಬಹುದು ಅಥ�ಾ ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುD�ಾಗ �ೖಂEಕ 
�,Ldಂದ ದೂರ�ರ�ೕಕು. ಈ ಅವvಯ�/, "ಮ$ ಸಂ�ಾ:/ಪ:' ಗ©U�!ಾದ�, "ೕವ> ಅದನು' ಅಧ*ಯನ �ೖದ*NH 
ವರR Fಾಡ�ೕಕು. 
೯೯೯೯. . . . ಪ�1ೕಜನಗಳುಪ�1ೕಜನಗಳುಪ�1ೕಜನಗಳುಪ�1ೕಜನಗಳು    
"ೕವ>    ಈ    ಅಧ*ಯನದ�/    hಾ�ೂ�ಳDಲು    ಒ[\ದ�,    "ಮH    �ೕರ    �ೖದ*�ೕಯ    ಪ,-ೕಜನ�ರಬಹುದು. . . . ಅಧ*ಯನ    ಔಷಧಗಳು    
ಸಂvಯ�/ನ    �ೂೕವನು'    ಕIp    Fಾಡಬಹುದು. . . . "ಮ$    ಪN�}:ಯು    ಸುTಾNಸಬಹುದು,    ಆದರೂ,    ಇದರ    ´ಾತNಯನು'    
"ೕಡ;ಾಗುವ>Rಲ/. . . . ಈ    ಅಧ*ಯನRಂದ    :XRರುವ    Fಾ8:ಯು    ಭ�ಷ*ದ�/    ಇದರ    ½ೂW    ಇರುವ ಇತರ    �ೂೕEಗXH    
ಪ,-ೕಜಕ�ಾಗುತ<=    ಎಂದು    4ಾವ>    ಆ�ಸುW<ೕ�....    

ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<ಅಧ�ಯನದ;<    yಾಗವ�ಸುವyಾಗವ�ಸುವyಾಗವ�ಸುವyಾಗವ�ಸುವ    ಬದಲುಬದಲುಬದಲುಬದಲು,    Sಮ�ರುವSಮ�ರುವSಮ�ರುವSಮ�ರುವ    ಆsIಗ�ಂದ�ಆsIಗ�ಂದ�ಆsIಗ�ಂದ�ಆsIಗ�ಂದ�::::        
ಎ.        ತೂಕವನು'    "ವU8ಸುವ, ಈ    ಮೂಲಕ    ಸಂvಗಳ    ನಮ*W (³/����u)    ^Zzಸಲು    �ರ�ಾಗುವ    �ಾ*!ಾಮ        
�.        Wೂಂದ�Eೕ¾ಾEರುವ    ಸಂvಗXH    "ೕವ>    �ಾಖ    ಅಥ�ಾ    ಐ�    ಅನು'    ಬಳಸಬಹುದು,    Wೂಂದ�Eೕ¾ಾEರುವ    

6ಾಗವನು'    ಮlಾ�    Fಾಡಬಹುದು,    ಅಥ�ಾ    Bೕ�    ಗಳು,    �,ೕ�    ಗಳು,    �\/ಂ�    ಗಳು    ಇ�ಾ*R    
ಸಲಕರ�ಗಳನು'    ಬಳಸಬಹುದು.    

�.        hಾ*oಾ ಟFಾ�    ನಂಥ    (�ೂೕವ>    ಕIp    Fಾಡುವ    ಔಷಧ),    ಮತು<    ಇತರ    �ೂೕವ>"�ಾರಕ ಔಷಧಗಳನು'    ಬಳB    
Fಾಡಬಹುದು    

I.        �ಟ��    ಗಳು,    ಆಂu    ಆ��qಂ�    ಗಳ    ಪmರಕಗಳನು'    "ೕಡುವ>ದು    ಅಥ�ಾ    ಆಕು*ಪಂಕz�    ಇ�ಾ*R ಗಳಂಥ    
ಪ!ಾUಯ    Z�W�ಗಳು    

ಇ.        ಮೂ{ಯ    ಸIಲ    6ಾಗಗಳನು'    WHಯುವ>ದನು'    iಾಗೂ    ಸಂvಗಳ    ಬದ�    ½ೂೕಡ�ಯನು'    ಒಳHೂಂಡಂW    
ಶಸ�Z�W�ಯನು'    ನqಸಬಹುದು    
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೧೦೧೦೧೦೧೦. . . . 9ೌಪ�9ೌಪ�9ೌಪ�9ೌಪ�AAAA    
hಾ,-ೕಜಕರ �ಬQಂR (pೕ�S°ಾರಕರು ಇ�ಾ*R), �ಕb ಪN3ೂೕಧಕ(ರು), �ೖ:ಕ�ಾ ಸ�:ಗಳು ಮತು< "ಯಂತ,ಣ 
hಾ,v~ಾರಗಳು (ಗXH) "ಮ$ ಮೂಲ �ೖದ*�ೕಯ gಾಖ�ಗಳನು' iಾಗೂ ಇತರ ಸಂರ�ತ 8�'� Fಾ8: ([^¹ಐ) 
ಯನು', �ೖದ*�ೕಯ ಪ,-ೕಗದ ಪ,�,Lಗಳು iಾಗೂ ದ�ಾ<ಂಶದ ಪN�ೕಲ��ಾE "ಮ$ �ೌಪ*Wಯ ಹಕುbಗಳನು' 
ಉಲ/ಂ¿ಸ=ೕ ಅನSdಸುವ ~ಾನೂನುಗಳು ಮತು< "ಯಮಗಳು ಅನುಮ:ಸುವ �:ಯಯವ�H �ೕರ�ಾE ಪ,�ೕ�ಸಲು 
ಅವ~ಾಶ "ೕಡಬಹುgಾE=. ಈ �µತ Fಾ8:ಯುಕ< ಒ[\H ಪತ,Bb ಸ8 iಾಕುವ>ದNಂದ, ಇಂತಹ ಪ,�ೕಶBb "ೕವ> 
ಅv~ಾರವನು' "ೕIರು:<ೕN. ಈ  ಪ,-ೕಗದ  ಫ��ಾಂಶಗಳು ಪ,ಕಟHೂಂಡ�, "ಮ$ �ೖಯ�<ಕ Fಾ8:ಯನು' 
�ೌಪ*�ಾEಡ;ಾಗುವ>ದು. 
೧೧೧೧೧೧೧೧. . . . �ೂೕ���ೂೕ���ೂೕ���ೂೕ��    ತಗಲುವತಗಲುವತಗಲುವತಗಲುವ    \ಚM\ಚM\ಚM\ಚM    
ಈ ಅಧ*ಯನದ�/ "ಮ$ hಾ�ೂ�ಳುD�Bಯು "ಮH !ಾವ>=ೕ ಇತರ �ಚ¢ದ�/ ಪNಣ�ಸುವ>Rಲ/�ಂಬುದು ಇದರ 
ಉ=Aೕಶ�ಾEರುತ<=. ಈ ಪ,-ೕಗBb ಸಂಬಂv�ದ !ಾವ>=ೕ ತhಾಸ� ಮತು< ಪ,�,LಗX�ಾE "ಮH !ಾವ>=ೕ ಖಚುU 
ಇರುವ>Rಲ/. 

೧೨೧೨೧೨೧೨. . . . ಉಂ�ಾಗಬಹುzಾದಉಂ�ಾಗಬಹುzಾದಉಂ�ಾಗಬಹುzಾದಉಂ�ಾಗಬಹುzಾದ    �ಾS��ಾS��ಾS��ಾS�    ಪB�ಾರಪB�ಾರಪB�ಾರಪB�ಾರ    
ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸುವ>ದರ �ೕರ ಪN�ಾಮ�ಾE "ೕವ> ಅಸSಸ}oಾದ� ಅಥ�ಾ "ಮH !ಾವ>=ೕ 
iಾ"ಯುಂfಾದ�, hಾ,-ೕಜಕರು "ಮH ಸೂಕ<�ಾದ �ೖದ*�ೕಯ Z�W�ಯನು' "ೕಡಲು ವ*ವ } Fಾಡು�ಾ<�. ಅಂತಹ 
Z�W�ಯ ಎಲ/ �ಚzವನು' hಾ,-ೕಜಕರು hಾವ: Fಾಡಲು ಒ[\ರು�ಾ<� ಅವ>ಗಳು 8ೕE�: (೧)"ಮ$ �ೖದ*�ೕಯ 
�pಯು hಾವ: FಾಡRರುವ �ಾ*[<ಯಷVBb Fಾತ, iಾಗೂ (೨) "ೕವ> ಸಂ3ೂೕಧಕ(ರು)ರ ಸೂಚ�ಗಳನು' 
hಾ�ಸು:ದA�/. ಅಧ*ಯನ hಾ,-ೕಜಕNಂದ ಇತರ !ಾವ>=ೕ ಪNiಾರವನು' ಒದEಸ;ಾಗುವ>Rಲ/. 

೧೩೧೩೧೩೧೩. . . . Rಾwೂ~ಳು�k�9ಾRಾwೂ~ಳು�k�9ಾRಾwೂ~ಳು�k�9ಾRಾwೂ~ಳು�k�9ಾ����    ಸಂyಾವ,ಸಂyಾವ,ಸಂyಾವ,ಸಂyಾವ,    
ಅಧ*ಯನದ�/ hಾ�ೂ�ಳುDವ>ದBb "ಮH !ಾವ>=ೕ ಪNiಾರವನೂ' hಾವ:ಸ;ಾಗುವ>Rಲ/. 

ಅಧ*ಯನದ�/ 6ಾಗವ8ಸುವ>ದು "ಮ$ ಸS-ಇº¢H �uVದುA. "ೕವ> ಅಧ*ಯನದ�/ 6ಾಗವ8ಸRರಲೂ ಬಹುದು, ಅಥ�ಾ 
!ಾವ>=ೕ ಹಂತದ�/ "ೕವ> ಅಧ*ಯನವನು' �ಡಬಹುದು. 8ೕH FಾIgಾಗ "ಮH !ಾವ>=ೕ ದಂಡವನು' 
�vಸ;ಾಗುವ>Rಲ/ iಾಗೂ "ೕವ> ಅಹUoಾEರುವ  ;ಾಭಗಳನು'  ಕ{ದುBೂಳುDವ>Rಲ/. 
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೧೪೧೪೧೪೧೪. . . . 6ೂಸ6ೂಸ6ೂಸ6ೂಸ    kಷಯಗಳುkಷಯಗಳುkಷಯಗಳುkಷಯಗಳು    
ಅಧ*ಯನ ಮುಂದುವ�ದಂW, "ಮ$ ಆ�ೂೕಗ*Bb, ಸುರ�WH ಅಥ�ಾ ಈ ಅಧ*ಯನದ�/ ಮುಂದುವ�ಯುವ "ಮ$ 
"TಾUರದ pೕ� ಪN�ಾಮ �ೕರಬಹುgಾದ !ಾವ>gಾದರೂ ^ೂಸ Fಾ8:ಯು ಕಂಡುಬಂದ� ಅದನು' ಕೂಡ� "ಮH 
:XಸುW<ೕ�.  ಈ    ಅಧ*ಯನದ    ಬH�    !ಾವ>gಾದರೂ    ^ೂಸ    Fಾ8:ಯು    ಲಭ*�ಾE=Lೕ    ಎಂಬುದನು'    �ೂೕಡಲು    "ಮ$    
8ಂWHದುBೂಳುD�Bಯ    ಬXಕ    !ಾವ>=ೕ    ಸಮಯದಲೂ/    ಅಧ*ಯನ    �ೖದ*ರನು'    "ೕವ>    ಸಂಪ�Uಸಬಹುದು.... 
ಓವU ಸಂ3ೂೕಧ4ಾ 6ಾEೕgಾರoಾE "ಮ$ ಹಕುbಗಳ ಬH� ಪ,3'ಗಳನು' Bೕಳಲು, __________________________ 
(Bೕಂದ,ದ ^ಸರು) ಸSತಂತ, �ೖ:ಕ�ಾ ಸ�: / lಾಂ�}ಕ ಮರುಪN�ೕಲ4ಾ ಸ�:ಯನು' ("ಮ$ ಹಕುbಗಳನು' ರ�ಸುವ 
ದೃ�Vdಂದ ಸಂ3ೂೕಧ�ಯನು' ಮರುಪN�ೕ�ಸುವ ಒಂದು ತಂಡ) 
__________________________________________ (�¥ಾಸ) ದ�/, ______________ (ದೂರ�ಾ� ಸಂª*) 
ಮೂಲಕ ಸಂಪ�UಸಬಹುgಾE=. 

ಅಧ*ಯನ ಅಥ�ಾ ಸಂ3ೂೕಧ4ಾ-ಸಂಬಂvೕ iಾ"ಗX�ಾE,ಸಂ3ೂೕಧಕoಾದ_______________________(^ಸರು{ಗಳು} 
ರನು' ___________________ (�¥ಾಸ)ದ�/ ___________________ (ದೂರ�ಾ� ಸಂª*) ಮೂಲಕ 
ಸಂಪ�UಸಬಹುgಾE=. 

ಈ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು "ೕವ> ಸಮ$:�ದ�, ಸ8 ಮತು< R4ಾಂಕವನು' iಾ�ದ ನಂತರ ಈ ಒ[\H ಪತ,ದ 
ಪ,:ಯನು' "ಮH "ೕಡ;ಾಗುವ>ದು. 
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ಒ���ಒ���ಒ���ಒ���            
ಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನಅಧ�ಯನ    �ೕ����ೕ����ೕ����ೕ���::::     ೂಂಟ, cಣ~ಾಲು, ಭುಜ, ಕು:<H ಅಥ�ಾ ಮ�ಕಟುVಗಳ �ೂೕವ>ಯುಕ< ಆ�V-ೕಆt,ೖUu� 
^ೂಂRರುವ ಪ,-ೕ�ಾ�Uಗಳ�/ ಆtೂ,ೕU4ಾಟ' ಸುರ�W ಮತು< ಪN�ಾಮ~ಾNತSವನು' Fೌಲ*Fಾಪನ 
Fಾಡುವ>ದ~ಾbE ಒಂದು !ಾದೃZ¢ೕಕೃತ, ಡಬ� �/ೖಂ®, ಸFಾ4ಾಂತರ ಗುಂಪ>ಗಳ, hಾ/��ೂ "ಯಂ:,ತ ಅಧ*ಯನ. 

ಅಧ*ಯನ ಸಂª*: ಎ� ಎ-�u-೧೦-೦೦೨ 

ಪ,-ೕ�ಾ�Uಯ cದಲ�ರಗಳು: _________________                     ಪ,-ೕ�ಾ�Uಯ^ಸರು: ____________ 

ಹುuVದ R4ಾಂಕ / ವಯಸು�:_____________________ 

(i)  pೕ�ನ ಅಧ*ಯನBb ಸಂಬಂv�ದ, _________ R4ಾಂಕದ Fಾ8:ಪತ,ವನು' ಓR=Aೕ�ಂದೂ, 
ಪ,3'ಗಳನು' Bೕಳಲು ನನH ಅವ~ಾಶ "ೕಡ;ಾdWಂದು iಾಗೂ ತೃ[<ಕರ�ಾE ಉತ<ರವನು' 
ಪqR=Aೕ�ಂದು ಈ ಮೂಲಕ 4ಾನು ಧೃ±ೕಕNಸುW<ೕ�. 

[           ]* 

(ii)  ಅಧ*ಯನದ�/ ನನ' 6ಾಗವ8ಸು�B ಸSಯಂs,ೕNತ�ಾE= iಾಗೂ 4ಾನು !ಾವ>=ೕ 
ಸಮಯದಲೂ/ !ಾವ>=ೕ ~ಾರಣ "ೕಡ=ೕ ನನ' �ೖದ*�ೕಯ ~ಾಳ� ಅಥ�ಾ ~ಾನೂನುಬದ¸ 
ಹಕುbಗಳ pೕ� ಪ,6ಾವ�ಾಗ=ೕ 4ಾನು 8ಂWHದುBೂಳDಬಹು=ಂದು ನನH :XR=. 

[           ]* 

(iii)  4ಾನು ಪ,-ೕಗRಂದ 8ಂ=ಸNದರೂ ಕೂಡ ಪ,ಸು<ತ ಅಧ*ಯನದ�/ನ ಮತು< ಇದBb 
ಸಂಬಂv�ದಂW ನqಸ;ಾಗುವ ಎ;ಾ/ ಮುಂRನ ಸಂ3ೂೕಧ�ಯ�/ ನನ' ಆ�ೂೕಗ* gಾಖ�ಗಳನು' 
�ೂೕಡಲು Z��ಾ� ಅಧ*ಯನದ hಾ,-ೕಜಕರು, hಾ,-ೕಜಕರ ಪರ�ಾE Bಲಸ Fಾಡು:<ರುವ 
ಇತರರು, �ೖ:ಕ�ಾ ಸ�:ಯವರು ಮತು< "ಯಂತ,ಣ hಾ,v~ಾರದವNH ನನ' ಅನುಮ:ಯ 
ಅಗತ*�ಲ/ ಎಂಬುದನು' 4ಾನು :XR=Aೕ�. ಈ ಪ,�ೕಶBb 4ಾನು ಸಮ$:ಸುW<ೕ�. ಆದ� ನನ' 
ಗುರುತನು' ಮೂರ�ಯ ಪ�ಗXH �ಡುಗq FಾIದ ಅಥ�ಾ ಪ,ಕuಸಲ\ಟV !ಾವ>=ೕ 
Fಾ8:ಯ�/ ಬ8ರಂಗಪIಸ;ಾಗುವ>Rಲ/�ಂದು ನನH :XR=. 

[           ]* 

(iv)  ಈ ಅಧ*ಯನRಂದ ಉದÀವ�ಾಗುವ !ಾವ>=ೕ Fಾ8: ಅಥ�ಾ ಫ��ಾಂಶಗಳ ಬಳBಯನ', ಅಂತಹ 
ಬಳBಯು �ೖÁಾ"ಕ ಉ=AೕಶಗX�ಾE ಇದA� ಅದನು' "ಬUಂvಸRರಲು 4ಾನು ಒ[\BೂಳುDW<ೕ�. 

[           ]* 

(vi)  ಈ pೕ�ನ ಅಧ*ಯನದ�/ 6ಾಗವ8ಸಲು 4ಾನು ಒ[\BೂಳುDW<ೕ�. [           ]* 

* �ೕ� �ೕ�ರುವ 	
��ಗಳ�� ದಯ�ಟು� ಸ��ಾ� (�ೂೕ�) 
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pೕ�ನ=ಲ/ವನೂ' ನನH :XRರುವ 6ಾÂಯ�/ ನನH �ವNಸ;ಾE=. 

 

_____________________________________________        R4ಾಂಕ: _____/_____/______    
�ೂೕEಯ ಸ8 (^�QuVನ ಗುರುತು)  
 
 
_____________________________________________          
ಸ8ೕgಾರರ ^ಸರು 
 
 
_____________________________________________        R4ಾಂಕ: _____/_____/______    
Fಾ8:ಯುಕ< ಒ[\H ಚºUಯನು' "ೕಡು:<ರುವ ವ*�<ಯ ಸ8 
 
 
_____________________________________________          
Fಾ8:ಯುಕ< ಒ[\H ಚºUಯನು' "ೕಡು:<ರುವ ವ*�<ಯ  
^ಸರು 
 
 
_____________________________________________        R4ಾಂಕ: _____/_____/______    
"ಷ\�hಾತ lಾ�ಯ ಸ8 
 
 
_____________________________________________          
"ಷ\�hಾತ lಾ�ಯ ^ಸರು 
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§¿¡Â¡Ç¢§¿¡Â¡Ç¢§¿¡Â¡Ç¢§¿¡Â¡Ç¢ì¸¡Éì¸¡Éì¸¡Éì¸¡É    ¾¸Åø ÁüÚõ ´ôÒ¾ø ÀÊÅõ¾¸Åø ÁüÚõ ´ôÒ¾ø ÀÊÅõ¾¸Åø ÁüÚõ ´ôÒ¾ø ÀÊÅõ¾¸Åø ÁüÚõ ´ôÒ¾ø ÀÊÅõ 

 

¬ö×ò ¾¨ÄôÒ¬ö×ò ¾¨ÄôÒ¬ö×ò ¾¨ÄôÒ¬ö×ò ¾¨ÄôÒ:::: 

 

 þÎôÒ, ãÆí¸¡ø¸û, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÎ¸û ¬¸¢ÂÅüÈ¢þÎôÒ, ãÆí¸¡ø¸û, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÎ¸û ¬¸¢ÂÅüÈ¢þÎôÒ, ãÆí¸¡ø¸û, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÎ¸û ¬¸¢ÂÅüÈ¢þÎôÒ, ãÆí¸¡ø¸û, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÎ¸û ¬¸¢ÂÅüÈ¢ ý ý ý ý 
ÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡ÔûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ðÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡ÔûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ðÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡ÔûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ðÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡ÔûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ð----þýþýþýþý    
À¡Ð¸¡ôÒ ÁüÚõ ¾¢Èò¾À¡Ð¸¡ôÒ ÁüÚõ ¾¢Èò¾À¡Ð¸¡ôÒ ÁüÚõ ¾¢Èò¾À¡Ð¸¡ôÒ ÁüÚõ ¾¢Èò¾ ý¨Á¨Â Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡É µ÷ §¾¡Ã¡ÂÁ¡ì¸ôÀð¼, ý¨Á¨Â Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡É µ÷ §¾¡Ã¡ÂÁ¡ì¸ôÀð¼, ý¨Á¨Â Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡É µ÷ §¾¡Ã¡ÂÁ¡ì¸ôÀð¼, ý¨Á¨Â Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡É µ÷ §¾¡Ã¡ÂÁ¡ì¸ôÀð¼,  þÃð¨¼ þÃð¨¼ þÃð¨¼ þÃð¨¼ 
Á¨È×, þ¨½ ÌØ, À¢Ç¡Á¨È×, þ¨½ ÌØ, À¢Ç¡Á¨È×, þ¨½ ÌØ, À¢Ç¡Á¨È×, þ¨½ ÌØ, À¢Ç¡º¢§À¡ ¸ðÎôÀÎò¾ôÀð¼ ¬ö×.º¢§À¡ ¸ðÎôÀÎò¾ôÀð¼ ¬ö×.º¢§À¡ ¸ðÎôÀÎò¾ôÀð¼ ¬ö×.º¢§À¡ ¸ðÎôÀÎò¾ôÀð¼ ¬ö×. 

 

¬ö×ì ÌÈ¢Â£Î¬ö×ì ÌÈ¢Â£Î¬ö×ì ÌÈ¢Â£Î¬ö×ì ÌÈ¢Â£Î.: ±õ²±õ²±õ²±õ²----º¢Ëº¢Ëº¢Ëº¢Ë-10-002 

    

¿¢¿¢¿¢¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷    

§Ã¡¼¡„¡35/104, ¸¢í Å¢øÄ¢Âõ ŠðÃ£ð 

§ÀŠÅ¡¼÷– 6053 

¦ÅŠ¼÷ý ¬Šð§ÃÄ¢Â¡ 

À¾¢ôÒ:À¾¢ôÒ:À¾¢ôÒ:À¾¢ôÒ:  1.0 

 

³®º¢ «í³®º¢ «í³®º¢ «í³®º¢ «í¸£¸Ã¢ôÒ §¾¾¢¸£¸Ã¢ôÒ §¾¾¢¸£¸Ã¢ôÒ §¾¾¢¸£¸Ã¢ôÒ §¾¾¢::::  

 

¬ö× ÁÕòÐÅ÷:¬ö× ÁÕòÐÅ÷:¬ö× ÁÕòÐÅ÷:¬ö× ÁÕòÐÅ÷: 

 

¾Çõ (¾Çí¸û)¾Çõ (¾Çí¸û)¾Çõ (¾Çí¸û)¾Çõ (¾Çí¸û):::: 

 

¬ö× ¦¾¡¼÷Ò¨¼Â ¬ö× ¦¾¡¼÷Ò¨¼Â ¬ö× ¦¾¡¼÷Ò¨¼Â ¬ö× ¦¾¡¼÷Ò¨¼Â ¦¾¡¨Ä¦¾¡¨Ä¦¾¡¨Ä¦¾¡¨Ä§Àº¢§Àº¢§Àº¢§Àº¢    ±ñ¸û±ñ¸û±ñ¸û±ñ¸û::::    
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§¿¡Â¡Ç¢ì¸¡É ¾¸Åø ¾¡û§¿¡Â¡Ç¢ì¸¡É ¾¸Åø ¾¡û§¿¡Â¡Ç¢ì¸¡É ¾¸Åø ¾¡û§¿¡Â¡Ç¢ì¸¡É ¾¸Åø ¾¡û 

1. ¾¸ÅÄÇ¾¸ÅÄÇ¾¸ÅÄÇ¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø ÀÊÅò¾¢¢ì¸ôÀð¼ ´ôÒ¾ø ÀÊÅò¾¢¢ì¸ôÀð¼ ´ôÒ¾ø ÀÊÅò¾¢¢ì¸ôÀð¼ ´ôÒ¾ø ÀÊÅò¾¢ ý §¿¡ì¸õý §¿¡ì¸õý §¿¡ì¸õý §¿¡ì¸õ    

µ÷ ÁÕòÐÅ §º¡¾¨ÉÂ¢ø (´Õ Å¨¸ ¬Ã¡öîº¢ ¬ö×) Àí§¸üÚì ¦¸¡ûÙÁ¡Ú ¿£í¸û 
«¨Æì¸ôÀÎ¸¢È£÷¸û. Àí¦¸ÎòÐì ¦¸¡ûÇ ¦¾Ã¢× ¦ºö¸¢ÈÅ÷¸¨Ç ÁðÎ§Á ÁÕòÐÅ ¬ö× 
¯ð¦¸¡û¸¢ ÈÐ. ¬ö× ÁÕòÐÅ÷ «øÄÐ ¬ö× °Æ¢Â÷¸û ãÄÁ¡¸  þó¾ §º¡¾¨ÉÂ¢ø 
®ÎÀðÎûÇ «¨ÉòÐ ¿¨¼Ó¨È¸û ÌÈ¢òÐõ ¿£í¸û Å¢Çì¸ôÀÊÅ£÷¸û. ¾Â×¦ºöÐ ¯í¸û 
¦º¡ó¾ ÓÊ¨Å ±ÎôÀ¾üÌ §¾¨ÅÂ¡É «Å¸¡ºò¨¾ ±ÎòÐì ¦¸¡ñÎ, «¾¨É ¯í¸û 
¿ñÀ÷¸û ÁüÚõ ÌÎõÀò¾¡Õ¼ ý ¸Äó¾¡§Ä¡º¢Ôí¸û.... þó¾ ´ôÒ¾ø ÀÊÅõ, ¿£í¸û ÒÃ¢óÐ 
¦¸¡ûÇ þÂÄ¡¾ Å¡÷ò¨¾¸¨Çì ¦¸¡ñÊÕì¸Ä¡õ «Ð §À¡ ýÈ ¿¢¨ÄÂ¢ø, ¯í¸Ç¡ø 
¦¾Ç¢Å¡¸ô ÒÃ¢óÐ ¦¸¡ûÇ þÂÄ¡¾ ±ó¾¦Å¡Õ Å¡÷ò¨¾¸û «øÄÐ ¾¸Åø¸¨Ç Å¢Çì¸¢î 
¦º¡øÖÁ¡Ú ¾Â×¦ºöÐ ¬ö× ÁÕòÐÅ÷ «øÄÐ ¬ö× °Æ¢Â÷¸¨Çì §¸ðÎì 
¦¸¡ûÙí¸û. þó¾ ¬öÅ¢ø Àí§¸ü¸  ¿£í¸û ºõÁ¾¢ôÀ¾üÌ Ó ýÀ¡¸,  Àí§¸ü¸ §ÅñÎÁ¡ 
«øÄÐ §Åñ¼¡Á¡ ± ýÀ¾¢ ý Á£Ð µ÷ ¾¸ÅÄÇ¢ì¸ôÀð¼ ÓÊ¨Å ¯í¸Ç¡ø ±Îì¸ ÓÊ¸¢È 
Å¨¸Â¢ø, þó¾ ¬öÅ¢Ä¡É ¯í¸ÇÐ Àí§¸üÀ¢Ä¢ÕóÐ ±ÆìÜÊÂ ¯í¸Ùì¸¡É ¬ÀòÐì¸û 
ÁüÚõ ÀÄ ý¸¨Ç ¿£í¸û ¦¾Ã¢óÐ ¦¸¡ûÇ §ÅñÎõ.  þÐ ¾¡ ý “¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø” 

± ýÈÈ¢ÂôÀÎ¸¢ÈÐ.  

¿£í¸û ¬ö×ò ¾Ì¾¢¿¢¨Ä¨Â â÷ò¾¢ ¦ºöÐ ¬öÅ¢ø Àí§¸ü¸ ¾Ì¾¢Â¨¼Â ÓÊÔõ 
± ýÀ¾¡ø ¾¡ ý þó¾ ¬öÅ¢ø Àí¦¸ÎòÐì ¦¸¡ûÙÁ¡Ú ¿£í¸û «¨Æì¸ôÀÎ¸¢È£÷¸û. 

¬öÅ¢¨Éô ÀüÈ¢Ôõ ¦ºöÂôÀÎ¸¢È §º¡¾¨É¸¨Çô ÀüÈ¢Ôõ ¿£í¸û ¦¾Ã¢óÐ ¦¸¡ñ¼Ðõ, 
þó¾ ¬öÅ¢ø §º÷óÐ ¦¸¡ûÅ¾ü¸¡¸ þó¾ô ÀÊÅò¾¢ø ¨¸¦Â¡ôÀÁ¢ÎÁ¡Ú ¯í¸Ç¢¼õ 

§¸ðÎì ¦¸¡ûÇôÀÎõ. þó¾ ¬öÅ¢ø Àí¦¸ÎôÀ¾ü¸¡É ¯í¸ÇÐ ÓÊ× 

¾ ýÉ¡÷Åò¾¢É¡Ä¡ÉÐ.  «¾ ý ¦À¡Õ¦Ç ýÉ¦Å ýÈ¡ø ¿£í¸û  þó¾ ¬öÅ¢ø §ºÃ §ÅñÎõ 
± ý§È¡ «øÄÐ §ºÃ §Åñ¼¡õ ± ý§È¡ ÓÊ¦ÅÎôÀ¾üÌ Í¾ó¾¢ÃÁ¡ÉÅ÷ ± ýÀ§¾Â¡Ìõ. 

2. ÓýÛ¨ÃÓýÛ¨ÃÓýÛ¨ÃÓýÛ¨Ã    

¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ ± ýÀÐ ¯¼Ä¢ ý ãðÎì¸Ç¢ý §º¾ò¨¾ ®ÎÀÎòÐ¸¢È µ÷ 
§¿¡Â¡Ìõ. µ÷ ãðÎ ± ýÀÐ þÃñÎ «øÄÐ «¾üÌ §ÁüÀð¼ ±ÖõÒ¸û ºó¾¢ì¸¢È ¯¼Ä¢ ý 
µ÷ ÀÌ¾¢Â¡Ìõ. ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ ¸¡÷ðÊ§Äˆ þÆôÀ¢ý Óý§ÉüÈò¨¾ 
®ÎÀÎòÐ¸¢ÈÐ (¸¡÷ðÊ§Äˆ ± ýÀÐ ±ÖõÒ¸ÙìÌ þ¨¼§Â, ãðÊø ¸¡½ôÀÎ¸¢È ¦Áò¨¾ 
§À¡ ýÈ ¯¼Ä¢ ý ¾¢Í ¬Ìõ).  þÐ, ¯í¸û ãðÎì¸Ç¢ø ÅÄ¢, Å£ì¸õ ÁüÚõ Ì¨ÈÅ¡É 
«¨º× ¬¸¢ÂÅü¨È ¯ñ¼¡ìÌ¸¢ÈÐ.  þÐ ±ó¾ ãðÊø §ÅñÎÁ¡É¡Öõ ²üÀ¼Ä¡õ, 
¬É¡ø  þÐ ÅÆì¸Á¡¸ ¨¸¸û, ÓÆí¸¡ø, þÎôÒ «øÄÐ ÓÐ¦¸Öõ¨Àò ¾¡ ý À¡¾¢ì¸¢ÈÐ. 

«¾¢¸ ±¨¼ÔûÇ, ¾í¸ÇÐ ãðÊø ²¾¡ÅÐ Óó¨¾Â ¸¡Âò¨¾ì ¦¸¡ñÊÕó¾ «øÄÐ 
ãðÊø «Ú¨Åî º¢¸¢î¨º ¦ºöÐ ¦¸¡ñ¼, ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-þý ÌÎõÀ ÅÃÄ¡Ú 
¦¸¡ñ¼, º÷ì¸¨Ã §¿¡ÔûÇ ( þÃò¾ º÷ì¸¨Ã «¾¢¸Ã¢ôÀ¢ ø ÓÊ¸¢È §¿¡ö) 50 ÅÂ¾¢üÌ 
§ÁüÀð¼ ¦Àñ¸Ç¢ø ¾¡ ý ´² (¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ) Á¢¸×õ ¦À¡ÐÅ¡¸ ¸¡½ôÀÎ¸¢ÈÐ. 
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3. ¬öÅ¢¬öÅ¢¬öÅ¢¬öÅ¢ ý §¿¡ì¸õý §¿¡ì¸õý §¿¡ì¸õý §¿¡ì¸õ    

 þÎôÒ, ÓÆí¸¡ø, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÊø ÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ 
¬÷ò¨ÃðÊŠ ¯ûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ð-þý ¾¡ì¸õ ÁüÚõ À¡Ð¸¡ô¨À 
Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡¸  þó¾ ¬ö× ÅÊÅ¨Áì¸ôÀÎ¸¢ÈÐ.  ¬÷ò§Ã¡É¡ð, ¯í¸û ÅÄ¢¨Â 
ÌÈ¢ôÀ¢¼ò¾ì¸ «ÇÅ¢üÌì Ì¨ÈòÐ, ¯í¸û «¨ºÅ¡üÈ¨Ä §ÁõÀÎòÐÁ¡ ± ýÀ¨¾§Â  þó¾ 
¬ö× §º¡¾¢òÐô À¡÷ìÌõ. 

4. ¬Ã¡öîº¢ º¡÷ó¾ ¾Â¡Ã¢ô¬Ã¡öîº¢ º¡÷ó¾ ¾Â¡Ã¢ô¬Ã¡öîº¢ º¡÷ó¾ ¾Â¡Ã¢ô¬Ã¡öîº¢ º¡÷ó¾ ¾Â¡Ã¢ôÀ¢ýÀ¢ýÀ¢ýÀ¢ý    ¾¸Å¾¸Å¾¸Å¾¸Åøøøø    

¬÷ò§Ã¡É¡ð ¾¡ ý ¬Ã¡öîº¢ º¡÷ó¾ ¾Â¡Ã¢ôÀ¡Ìõ. ¬÷ò§Ã¡É¡ð ± ýÀÐ ¬ŠÊ§Â¡ 
¬÷ò¨ÃðÊŠ-þý º¢¸¢î¨ºÂ¢ø ¿õÀ¸Á¡É Å¢¨Ç×¸¨Çì ¸¡ñÀ¢ò¾¢Õì¸¢È µ÷ °ð¼îºòÐ 
 þ¨½Ô½Å¡Ìõ. 

¬÷ò§Ã¡É¡ð, ¯ôÒ ¿£÷ Á£ ý¸Ç¢ ý "µð§¼¡Ä¢òŠ" ± ýÀ¾¢Ä¢ÕóÐ ¯ÕÅ¡ì¸ôÀÎ¸¢ÈÐ. 
µð§¼¡Ä¢òŠ ± ýÀÐ Á£ É¢ ý ¯ð¦ºÅ¢Â¢ø ¯ûÇ, ¸¡øº¢Âõ ¸¡÷À§Éð ÁüÚõ ¦ƒÄ¡ðÊÉŠ 
§ÁðÃ¢ìŠ ¬¸¢ÂÅüÈ¡ø ¯ÕÅ¡ì¸ôÀð¼ Ññ Ð¸û¸Ç¡Ìõ.   

ÁÕóÐ ±ôÀÊ ¦ºÂøÀÎ¸¢ÈÐ ± ýÀÐ ÀüÈ¢Â Á¢¸î ºÃ¢Â¡É þÂì¸ Ó¨È (¦Áì¸¡É¢ºõ) 
 þýÉÓõ ¦¾Ã¢ÂÅ¢ø¨Ä.  þÐ ÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ ¯ûÇ §¿¡Â¡Ç¢¸Ç¢ø 
¸¼ó¾ 10 ¬ñÎ¸Ç¡¸§Å ¯À§Â¡¸ôÀÎò¾ôÀðÎ ÅÕ¸¢ÈÐ, §ÁÖõ  þÐÅ¨Ã ŠËÃ¡öÎ¸¨Ç 
(¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-þý º¢¸¢î¨ºì¸¡¸ ¦À¡ÐÅ¡¸ ¦¸¡Îì¸ôÀÎ¸¢È ´ÕÅ¨¸ ÁÕòÐÅõ) 
´Õ§À¡Ðõ ±Îò¾¢Ã¡¾,  þ§Äº¡ÉÐ Ó¾ø Á¢¾Á¡ÉÐ Å¨ÃÂ¡É ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ 
¦¸¡ñÎûÇ §¿¡Â¡Ç¢¸Ç¢ø ÅÄ¢ ÁüÚõ «¨ºÅ¡üÈÄ¢ý ÌÈ¢ôÀ¢¼ò¾ì¸ §ÁõÀ¡ð¨¼ì 
¸¡ñÀ¢òÐûÇÐ.  þÐ ãðÎì¸Ç¢ ý ÅÄ¢ ÁüÚõ §¿¡öôÀÃÅ¨Ä (±ó¾¦Å¡Õ ¸¡Âõ «øÄÐ 
¯Úò¾ø «øÄÐ §¿¡öò¦¾¡üÈ¢üÌ ¯¼ø ±¾¢÷òÐî ¦ºÂøÀÎõ ÅÆ¢) Ì¨ÈòÐ Å¢ÎÅ¾¡¸ì 
¸ñÎ ¦¸¡ûÇôÀðÊÕì¸¢ÈÐ. 

 ¬öÅ¢ø 2 º¢¸¢î¨ºì ÌØì¸û ¯ûÇÉ. 

1. ¬÷ò§Ã¡É¡ð - ¬ö× ÁÕóÐ 

2. À¢Ç¡º¢§À¡-¬öÅ¢ø µ÷ À¢Ç¡º¢§À¡×õ ¯À§Â¡¸¢òÐì ¦¸¡ûÇôÀÎõ. µ÷ À¢Ç¡º¢§À¡ 
± ýÀÐ µ÷ ¦ºÂøÀ¼¡¾ ¦À¡ÕÇ¡Ìõ, «Ð ¬ö× ÁÕó¾¢ ý ±ó¾¦Å¡Õ 
Ì½¡¾¢ºÂò¨¾Ôõ ¦¸¡ñÊÕôÀ¾¢ø¨Ä ¬Â¢Ûõ, «Ð Á¢¸î ºÃ¢Â¡¸ ¬ö× ÁÕóÐ 
§À¡Ä§Å ¸¡ðº¢ÂÇ¢ì¸¢ÈÐ. ¬ö× ÁÕó¾¢ ý ¾¢Èò¾ ý¨Á¨Âô ÒÃ¢óÐ 
¦¸¡ûÅ¾ü¸¡¸§Å «Ð ¬öÅ¢ø ¯À§Â¡¸¢ì¸ôÀÎ¸¢ÈÐ. 

 ¬öÅ¢Ä¡É ¯í¸ÇÐ Àí§¸üÀ¢ ý §À¡Ð, ¬÷ò§Ã¡É¡ð «øÄÐ À¢Ç¡º¢§À¡ ÌØÅ¢üÌ ¿£í¸û 
§¾¡Ã¡ÂÁ¡¸ ´Ðì¸£Î ¦ºöÂôÀ¼Ä¡õ. 

¬÷ò§Ã¡É¡ð ÁüÚõ À¢Ç¡º¢§À¡ ¬¸¢Â  þÃñÎ§Á ¯¨È Á¡ò¾¢¨Ã¸û (§¸ôÝø¸û) 
ÅÊÅò¾¢§Ä§Â ¯ûÇÉ. ´Õ ¿¡ÙìÌ þÃñÎ Ó¨È 3 ¯¨È Á¡ò¾¢¨Ã¸¨Ç (¬÷ò§Ã¡É¡ð 
«øÄÐ À¢Ç¡º¢§À¡) ¿£í¸û ±ÎòÐì ¦¸¡ûÇ §ÅñÊÂ¢ÕìÌõ, «¾¡ÅÐ 5 Å¡Ãí¸ÙìÌ ´Õ 
¿¡ÙìÌ 6 ¯¨È Á¡ò¾¢¨Ã¸û Å£¾õ. 



Study Drug: Arthronat  

Protocol Number:  MA-CT-10-002                                                              

ICF Version No.: 1.0   

Version Date: 17 May 2010 

             

 

 MA-CT-10-002                                                           Screening number:                                                    Page 4 of 18 

Translated from English to Tamil on 02 June 2010 

«ó¾ ¯¨È Á¡ò¾¢¨Ã¸û ¾ñ½£Õ¼ý ÓØ¨ÁÂ¡¸ Å¢Øí¸ôÀ¼ §ÅñÎõ §ÁÖõ «¾¨É 
¿Íì¸§Å¡ «øÄÐ ¦ÁøÄ§Å¡ Ü¼¡Ð. 

¿£í¸û ¬öÅ¢ø À¾¢× ¦ºöÂôÀð¼Ðõ, ¬÷ò§Ã¡É¡ð «øÄÐ À¢Ç¡º¢§À¡Å¢üÌ ¿£í¸û 
(¦ºÂøÀ¼¡¾ §Å¾¢ô ¦À¡Õû) ´Ðì¸£Î ¦ºöÂôÀðÎ, 1:1 ± ýÈ Å£¾ò¾¢ø 
§¾¡Ã¡ÂÁ¡ì¸ôÀÎÅ£÷¸û. 

• ¬÷ò§Ã¡É¡ð-  ´Õ ¿¡ÙìÌ  þÃñÎ Ó¨È 500 Á¢øÄ¢¸¢Ã¡õ ÁÕó¾ÇÅ¢ý 3 ¯¨È 
Á¡ò¾¢¨Ã¸¨Ç (1500 Á¢øÄ¢¸¢Ã¡õ) 40 ¬ö×ìÌðÀÎ§Å¡÷¸û ¦ÀüÚì ¦¸¡ûÅ¡÷¸û 
(¦Á¡ò¾õ 6 ¯¨È Á¡ò¾¢¨Ã¸û/¿¡û). 

• À¢Ç¡º¢§À¡-3 ¯¨È Á¡ò¾¢¨Ã¸¨Ç ´Õ ¿¡ÙìÌ  þÃñÎ Ó¨È 40 
¬ö×ìÌðÀÎ§Å¡÷¸û ¦ÀüÚì ¦¸¡ûÅ¡÷¸û (¦Á¡ò¾õ 6 ¯¨È Á¡ò¾¢¨Ã¸û/¿¡û). 

5. ¬öÅ¢¬öÅ¢¬öÅ¢¬öÅ¢ý ÅÊÅ¨ÁôÒý ÅÊÅ¨ÁôÒý ÅÊÅ¨ÁôÒý ÅÊÅ¨ÁôÒ    

 þó¾ ¬öÅ¡ÉÐ Á½¢ôÀ¡ø «ìä§¿¡Å¡ ¿¢ÚÅÉò¾¡ø ¿¼ò¾ôÀðÎ ÅÕ¸¢ÈÐ. ¬ö× 
ÁÕòÐÅÃ¡ø ¾£÷Á¡É¢ì¸ôÀÎ¸¢ÈÀÊÂ¡É ¬ö×ò §¾¨Å¸¨Ç ¿£í¸û ºó¾¢ì¸¢È Àðºò¾¢ø, 
¬öÅ¢ø µ÷ º¡ò¾¢ÂÁ¡É Àí§¸üÀ¡ÇÃ¡¸ ¿£í¸û ¸Õ¾ôÀÎÅ£÷¸û. ¿£í¸û ¬öÅ¢ø À¾¢× 
¦ºöÐ ¦¸¡ûÇôÀÎ¸¢È Àðºò¾¢ø, ¿£í¸û 80 ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ´ÕÅÃ¡¸ þÕôÀ£÷¸û. 
 þó¾ ¬öÅ¢ ý ±¾¢÷À¡÷ì¸ôÀÎ¸¢È ¸¡Ä «ÇÅ¡ÉÐ ¸¢ð¼ò¾ð¼ 5 Å¡Ãí¸û ¬Ìõ. 

À¢ ýÅÕõ ÅÕ¨¸¸Ç¢ø ¿£í¸û ¬öÅ¢¼ò¾¢üÌ ÅÕ¨¸ ÒÃ¢Â §ÅñÎõ:  

«.  ŠìÃ£É¢í/ÅÕ¨¸ 1 (Ó¾ø ÅÕ¨¸) 

¬.  §ÀŠ¨Ä ý («ÊôÀ¨¼)/ÅÕ¨¸ 2 (¿¡û 0) (ÅÕ¨¸ 1-ìÌ À¢ÈÌ  14 
¿¡ð¸ÙìÌû) 

þ.  ÅÕ¨¸ 3 («ÊôÀ¨¼ ÅÕ¨¸Â¢ý 1 Å¡Ãò¾¢üÌ À¢ÈÌ) 

®.  ÅÕ¨¸ 4 («ÊôÀ¨¼ ÅÕ¨¸Â¢ý 2 Å¡ÃíÙìÌ À¢ÈÌ) 

¯.  ÅÕ¨¸ 5 («ÊôÀ¨¼ ÅÕ¨¸Â¢ý 3 Å¡ÃíÙìÌ À¢ÈÌ) 

°.  ÅÕ¨¸ 6 («ÊôÀ¨¼ ÅÕ¨¸Â¢ý 4 Å¡ÃíÙìÌ À¢ÈÌ) ( þÐ ¾¡ ý ¬öÅ¢ ý 
¸¨¼º¢ ÅÕ¨¸Â¡Ìõ) 

¾ü§À¡¨¾Â ÅÕ¨¸Â¡ÉÐ ŠìÃ£É¢í ÅÕ¨¸ ± ýÈ¨Æì¸ôÀÎ¸¢ÈÐ, «ô§À¡Ð ¬ö× 
ÁÕòÐÅ÷ Àø§ÅÚ ¾Ì¾¢ ¿¢¨Ä¸¨Ç §º¡¾¢òÐô À¡÷òÐ, ¯í¸Ç¡ø ¬öÅ¢ø Àí§¸ü¸ 
ÓÊÔÁ¡ ± ýÀ¨¾ ÓÊ× ¦ºöÅ¡÷. ¬öÅ¢ø Àí§¸üÀ¾üÌ ¿£í¸û ¾Ì¾¢Ô¨¼ÂÅÃ¡¸ì 
¸¡½ôÀÎ¸¢È Àðºò¾¢ø, «¾ ýÀ¢ ý þÃñÎ º¢¸¢î¨ºì ÌØì¸Ç¢ø ´ ýÈ¢Ûû ¿£í¸û 
“§¾¡Ã¡ÂÁ¡ì¸ôÀÎÅ£÷¸û". §¾¡Ã¡ÂÁ¡ìÌ¾ø ± ýÀ¾üÌ ¿£í¸û Å¡öôÀ¢ ý ãÄÁ¡¸§Å 
ÌØì¸Ùû §º÷ì¸ôÀÎÅ£÷¸û ± ýÚ «÷ò¾Á¡ìÌõ. ¿£í¸û ±ó¾ì ÌØÅ¢ø þÕôÀ£÷¸û 
± ýÀ¨¾ ¿£í¸§Ç¡ «øÄÐ ¬ö× ÁÕòÐÅ§Ã¡ ¦¾Ã¢× ¦ºöÂ ÓÊÂ¡Ð «øÄÐ ¬öÅ¢ ý 
§À¡Ð ¿£í¸û ±ó¾ì ÌØ¨Åî §º÷ó¾Å÷ ± ýÀÐõ ¯í¸Ùì§¸¡ «øÄÐ ¬ö× 
ÁÕòÐÅÕì§¸¡ ¦¾Ã¢Â¡Ð.   
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º¢¸¢î¨ºì ¸¢¨Çº¢¸¢î¨ºì ¸¢¨Çº¢¸¢î¨ºì ¸¢¨Çº¢¸¢î¨ºì ¸¢¨Ç ¬ö×ìÌðÀÎ§Å¡÷ ¬ö×ìÌðÀÎ§Å¡÷ ¬ö×ìÌðÀÎ§Å¡÷ ¬ö×ìÌðÀÎ§Å¡÷ 
 ±ñ½¢ì¨¸±ñ½¢ì¨¸±ñ½¢ì¨¸±ñ½¢ì¨¸ 

¸¡Ä «Ç×¸¡Ä «Ç×¸¡Ä «Ç×¸¡Ä «Ç× ÁÕó¾Ç×ÁÕó¾Ç×ÁÕó¾Ç×ÁÕó¾Ç× 

¬÷ò§Ã¡É¡ð 40 5 Å¡Ãí¸û ´Õ ¿¡¨ÇìÌ þÃñÎ Ó¨È 3 
¯¨È Á¡ò¾¢¨Ã¸û 

À¢Ç¡º¢§À¡ 40 5 Å¡Ãí¸û ´Õ ¿¡¨ÇìÌ þÃñÎ Ó¨È 3 
¯¨È Á¡ò¾¢¨Ã¸û 

6. ¬ö× ¿¨¼Ó¨È¬ö× ¿¨¼Ó¨È¬ö× ¿¨¼Ó¨È¬ö× ¿¨¼Ó¨È    

 þÎôÒ, ÓÆí¸¡ø, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÊø ÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ 
¬÷ò¨ÃðÊŠ ¯ûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø ¬÷ò§Ã¡É¡ð-þý ¾¡ì¸õ ÁüÚõ À¡Ð¸¡ô¨À 
 þó¾ ¬ö× Á¾¢ôÀ£Î ¦ºöÔõ. 

¬ö× Áì¸û¦¾¡¨¸Â¢ø,  þÎôÒ, ÓÆí¸¡ø, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ 
Á½¢ì¸ðÎ¸Ç¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ þÕôÀ¾¡¸ ¸ñ¼È¢ÂôÀð¼, 18 ÅÂÐ ÁüÚõ 
«¾üÌ §ÁüÀð¼, þÕÀ¡Ä¢Éò¨¾Ôõ §º÷ó¾ §¿¡Â¡Ç¢¸û «¼íÌÅ÷. ±ó¾¦Å¡Õ ¬ö× 
¦¾¡¼÷À¡É ¿¨¼Ó¨È¸û «øÄÐ Á¾¢ôÀ£Î¸¨Ç ¿£í¸û ¦ºöÐ ¦¸¡ûÅ¾üÌ Ó ýÀ¡¸, 
ŠìÃ£É¢í ÅÕ¨¸Â¢ ý §À¡§¾ ¯í¸Ç¢¼Á¢ÕóÐ ¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø ¦ÀüÚì 
¦¸¡ûÇôÀÎõ. ¬öÅ¢ø Àí§¸üÀ¾üÌ ¿£í¸û ¾Ì¾¢ÔûÇÅ÷ ¾¡É¡ ± ýÀ¨¾ô À¡÷ôÀ¾üÌ 
ŠìÃ£É¢í Á¾¢ôÀ£Î¸û ¦ºöÂôÀÎõ. 

µ÷ Å¢ÀÃÁ¡É ÁÕòÐÅ ÁüÚõ «Ú¨Åî º¢¸¢î¨º ÅÃÄ¡Ú (¿£í¸û «Å¾¢ôÀÎõ ±ó¾¦Å¡Õ 
Óó¨¾Â ÁÕòÐÅ ¿¢¨Ä¨Á¸Ç¢ ý ÅÃÄ¡Ú, «øÄÐ ¿£í¸û ¯ð¦ºýÈ¢Õì¸ì ÜÊÂ ±ó¾¦Å¡Õ 
«Ú¨Åî º¢¸¢î¨º¸Ç¢ ý Å¢ÀÃí¸û) ±ÎòÐì ¦¸¡ûÇôÀÎõ. ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-þý µ÷ 
Å¢ÀÃÁ¡É ÅÃÄ¡Ú ±ÎòÐì ¦¸¡ûÇôÀÎõ.  þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¯¼ø 
¦ÅôÀ¿¢¨Ä ÁüÚõ ÍÅ¡ºÅ£¾õ ¬¸¢ÂÅü¨È À¾¢× ¦ºöÅÐ¼ý µ÷ ÓØ¨ÁÂ¡¸ ÀÃ¢§º¡¾¨É 
¦ºöÐ ¦¸¡ûÇôÀÎõ. ´ ýÈ¢üÌõ §ÁüÀð¼ ãðÎì¸Ç¢ø, ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ 
§¿¡Â¢É¡ø ¿£í¸û «Å¾¢ÔÚ¸¢È Àðºò¾¢ø, ¬öÅ¢ü¸¡É ¯ð§º÷ôÒ/¦ÅÇ¢§ÂüÚ 
¾Ì¾¢¿¢¨Ä¸ÙìÌ ²üÀ, ¬ö× ¦ºöÅ¾üÌ Á¢¸×õ ²üÈ§¾¡÷ ãðÊ¨É ¬ö× ÁÕòÐÅ÷ 
§¾÷× ¦ºöÅ¡÷.  

§¿¡ÔûÇ ãðÊ ø ±ìŠ §Ã ÀÃ¢§º¡¾¨É ¦ºöÐ ¦¸¡ûÇôÀÎõ. ¬ö×ìÜ¼ 
ÀÃ¢§º¡¾¨É¸Ùì¸¡¸   þÃò¾õ ÁüÚõ º¢Ú¿£÷ Á¡¾¢Ã¢¸û §º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ - 
¦†Áð¼¡Äƒ¢, À§Â¡¦¸Á¢ŠðÃ¢ ÁüÚõ º¢Ú¿£÷ ÀÌôÀ¡ö× ( þ¨Å  þÃò¾ ÁüÚõ º¢Ú¿£÷ 
ÀÃ¢§º¡¾¨É¸Ç¢ ý Å¨¸¸û ¬Ìõ). ¿£í¸û ÌÆó¨¾ ¦ÀüÚì ¦¸¡ûÙõ ¬üÈÖ¨¼Â µ÷ 
¦Àñ½¡¸ þÕì¸¢È Àðºò¾¢ø (¯í¸Ç¡ø ¸Õò¾Ã¢ìÌ ÓÊÔÁ¡É¡ø), ¯í¸ÙìÌ µ÷ º¢Ú¿£÷ 
¸÷ôÀô ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ («ó¾ §º¡¾¨É ±¾¢÷Á¨ÈÂ¡¸ þÕó¾¡ø ÁðÎ§Á, «¾¡ÅÐ 
¿£í¸û ¸÷ôÀÁ¡¸  þø¨Ä ± ýÈ¡ø ÁðÎ§Á ¬öÅ¢ø Àí¦¸ÎòÐì ¦¸¡ûÇ ¿£í¸û 
«ÛÁ¾¢ì¸ôÀÎÅ£÷¸û) 

¬öÅ¢Ä¡É ¯í¸ÇÐ Àí§¸üÀ¢ ý §À¡Ð, ÅÄ¢ì¸¡É Å¢„¤Åø «ÉÄ¡ì Š§¸ø (Å¢²±Š) 
(¸¡ðº¢ ´ôÒ¨Á «Ç×§¸¡ø),  þÎôÒ ÁüÚõ ÓÆí¸¡ø¸Ç¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ 
§¿¡Â¢ü¸¡É ¼À¢ûäµ±õ²º¢ (¦ÅŠ¼÷ ý µñ¼¡Ã¢§Â¡ «ñÎ ¦ÁìÁ¡Š¼÷ ÔÉ¢Å÷º¢ðËŠ) 
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 þñ¼ìŠ Å¢É¡ÅÃ¢¨º, ±Š±·ô-36 Å¡úì¨¸ò ¾Ã Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ 
¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ ´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î §À¡ ýÈ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌ ¿£í¸û 
À¾¢ÄÇ¢ì¸ §ÅñÊÂ¢Õì¸Ä¡õ.  þò¾¨¸Â «¨ÉòÐ Å¢É¡ÅÃ¢¨º¸Ù§Á ¬ö× ÁÕòÐÅ÷ 
«øÄÐ ¬ö× ÁÕòÐÅ÷ ãÄÁ¡¸ ¿¢ÂÁ¢ì¸ôÀÎ¸¢È ±ó¾ ´Õ ¬ö×ì ÌØ ¯ÚôÀ¢ É÷ 
ãÄÁ¡¸ ¯í¸§Ç¡Î ¸Äó¾¡§Ä¡º¢ì¸ôÀÎõ.  þò¾¨¸Â Å¢É¡ÅÃ¢¨º¸Ç¢ø ¯í¸û ÅÄ¢, 
«¨ºÅ¡üÈø, ¦ºÂøÀ¡ðÎ ¿¢¨Ä¨Á §À¡ ýÈ¨Å ºõÀó¾Á¡ É Å¢É¡ì¸û ¯ûÇÉ. 

«¨ÉòÐ ¿¨¼Ó¨È¸ÙìÌô À¢ÈÌõ, ¬öÅ¢ý «¨ÉòÐ §¾¨Å¸¨ÇÔõ ¿£í¸û 
¿¢¨È§ÅüÚ¸¢È Àðºò¾¢ø, ´Õ Å¡Ãò¾¢üÌ ¦¾¡¼÷óÐ ¯í¸Ç¡ø ¬ö× ÁÕòÐÅí¸¨Ç 
¯ð¦¸¡ûÇ ÓÊÔÁ¡ ± ýÀ¨¾ô À¡÷ôÀ¾ü¸¡¸ 1 Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅí¸¨Ç ¬ö× 

ÁÕòÐÅ÷ ¯í¸ÙìÌ ÅÆíÌÅ¡÷.  þÐ ¾¡ ý “Ã ý-þý” ¸¡Ä¸ð¼õ ± ýÈÈ¢ÂôÀÎ¸¢ÈÐ. 

º¢¸¢î¨ºì ¸ð¼ò¾¢ ý §À¡Ð ¬ö× ÁÕòÐÅí¸û ±ÎòÐì ¦¸¡ûÇôÀ¼ §ÅñÊÂ Ó¨È¨Â 
ÀÆì¸ôÀÎò¾¢ì ¦¸¡ûÅ¾ü¸¡É µ÷ Å¡öôÀ¢¨É  þÐ ¯í¸ÙìÌì ¦¸¡ÎìÌõ.  þó¾ì 
¸¡Ä¸ð¼ò¾¢ ý §À¡Ð ±ó¾¦Å¡Õ ¯¨È Á¡ò¾¢¨Ã¸¨ÇÔõ ¾ÅÈ Å¢ÎÅ¾üÌ ¿£í¸û 
«ÛÁ¾¢ì¸ôÀ¼ Á¡ðË÷¸û, §ÁÖõ ¯í¸û ¯¨È Á¡ò¾¢¨Ã¸¨Ç ¿£í¸û ±ó¾ÇÅ¢üÌ 
Ó¨ÈÂ¡¸ ¯ð¦¸¡û¸¢È£÷¸û ± ýÀ¨¾ô ¦À¡ÕòÐ, ¯í¸Ç¡ø ¬öÅ¢ø ¦¾¡¼Ã ÓÊÔÁ¡ 
«øÄÐ ÓÊÂ¡¾¡ ± ýÀ¨¾ ¬ö× ÁÕòÐÅ÷ ÓÊ× ¦ºöÅ¡÷.  

¬öÅ¢Ä¡É Àí§¸üÀ¢ ý §À¡Ð, ¦¿È¢Ó¨ÈÂ¢ø «ÛÁ¾¢ì¸ôÀÎ¸¢È ÁüÚõ ÌÈ¢ôÀ¢¼ôÀðÎûÇ 
ÁÕòÐÅí¸¨Çò ¾Å¢÷òÐ §ÅÚ ±ó¾ ÅÄ¢ ÁÕòÐÅí¸¨ÇÔõ ±ÎòÐì ¦¸¡ûÅ¾üÌ ¿£í¸û 
«ÛÁ¾¢ì¸ôÀ¼ Á¡ðË÷¸û. ¬ö× ÁÕòÐÅ÷ ¦¸¡Îì¸¢È À¡Ã¡º¢ð¼Á¡ø (´Õ Å¨¸ ÅÄ¢ 
¿¢Å¡Ã½ ÁÕòÐÅõ) Á¡ò¾¢¨Ã¸¨Ç ÁðÎ§Á ¿£í¸û ±ÎòÐì ¦¸¡ûÇÄ¡õ.  þÐ ¾¡ ý Á£ðÒ 

ÁÕòÐÅõ ± ýÈÈ¢ÂôÀÎ¸¢ÈÐ. ´Õ ¿¡ÙìÌ 8 À¡Ã¡º¢ð¼Á¡ø Á¡ò¾¢¨Ã¸û Å¨ÃìÌõ ±ÎòÐì 
¦¸¡ûÅ¾üÌ ¿£í¸û «ÛÁ¾¢ì¸ôÀÎ¸¢È£÷¸û. 

À¡Ã¡º¢ð¼Á¡ø ±ÎòÐì ¦¸¡ûÅ¾ ý ãÄÁ¡¸ Ì¨ÈÂ¡¾ Á¢¸ì ¸Î¨ÁÂ¡É ÅÄ¢¨Â ¿£í¸û 
«ÛÀÅ¢ì¸¢È Àðºò¾¢ø, «¨¾ ¬ö× ÁÕòÐÅÃ¢¼õ ¿£í¸û ¦¾Ã¢Å¢òÐ Å¢¼ §ÅñÎõ. ¯í¸û 
¿¢¨Ä¨Á¨Â ÁÕòÐÅ÷ Á¾¢ôÀ£Î ¦ºöÐ ¯í¸Ç¡ø ¬öÅ¢ø ¦¾¡¼Ã ÓÊÔÁ¡ «øÄÐ ¯í¸û 
ÅÄ¢¨Âì Ì¨ÈôÀ¾üÌ ¯í¸ÙìÌ §ÅÚ ÁÕòÐÅí¸û §¾¨ÅÂ¡ ± ýÀ¨¾ ÓÊ× ¦ºöÅ¡÷. 
¬öÅ¢ø ¦¾¡¼÷Å¾üÌ ¿£í¸û «ÛÁ¾¢ì¸ôÀÎ¸¢È Àðºò¾¢ø, ÁÕòÐÅ÷ ¯í¸ÙìÌ 
³ÒÒ§Ã¡·¦À ý Á¡ò¾¢¨Ã¸¨Ç ÅÆíÌÅ¡÷ (ÅÄ¢ ¿¢Å¡Ã½ ÁÕòÐÅò¾¢ ý Áü¦È¡Õ Å¨¸). ´Õ 
¿¡ÙìÌ «¾¢¸Àðºõ 4 ³ÒÒ§Ã¡·¦À ý Á¡ò¾¢¨Ã¸¨Ç ±ÎòÐì ¦¸¡ûÅ¾üÌ ¿£í¸û 
«ÛÁ¾¢ì¸ôÀÎ¸¢È£÷¸û. ¬öÅ¢ ý ÀÊ «ÛÁ¾¢ì¸ôÀ¼¡¾ §ÅÚ ±§¾Ûõ ÁÕòÐÅí¸û 
¯í¸ÙìÌ §¾¨ÅôÀÎ¸¢ÈÐ ± ýÀ¾¡¸ ¯í¸û ÁÕòÐÅ÷ ¯½ÕõÀðºò¾¢ø, ¿£í¸û 
¬öÅ¢Ä¢ÕóÐ Å¢Äì¸¢ì ¦¸¡ûÇôÀðÎ §ÁÖõ ¿¢¨ÄÂ¡É ¸ÅÉ¢ôÀ¢üÌ ²üÀ ¯Ã¢Â º¢¸¢î¨º 
ÅÆí¸ôÀÎõ.  

¯í¸û ¾¢ð¼Á¢ð¼ ¬ö× ÅÕ¨¸¸Ç¢ ý §À¡Ð, ºÃ¢Â¡É ÅÄ¢ Á¾¢ôÀ£Î ¦ºöÐ ¦¸¡ûÇôÀ¼ 
ÓÊ¸¢È Å¨¸Â¢ø, ¬öÅ¢¼ò¾¢ü¸¡É ¯í¸ÇÐ ±ó¾¦Å¡Õ ÅÕ¨¸ìÌõ Ó ýÒõ Ì¨Èó¾ 
Àðºõ 2 ¿¡ð¸Ùì¸¡ÅÐ (48 Á½¢ §¿Ãí¸û)  ÅÄ¢ ÁÕòÐÅí¸û þÃñ¨¼Ôõ (À¡Ã¡º¢ð¼Á¡ø 
«øÄÐ ³ÒÒ§Ã¡·¦À ý) ±ÎòÐì ¦¸¡ûÅ¨¾ ¿£í¸û ¿¢Úò¾¢ì ¦¸¡ûÇ §ÅñÎõ. 
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¯í¸ÙìÌ µ÷ ¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎõ ¦¸¡Îì¸ôÀðÎ ÁÕòÐÅí¸Ç¢ ý Àì¸ 
Å¢¨Ç×¸û ±¾¨ÉÔõ, ´ù¦Å¡Õ ¿¡Ùõ ¿£í¸û «ÛÀÅ¢ì¸¢È ÅÄ¢ (ÅÄ¢ì¸¡É ¸¡ðº¢ 
´ôÒ¨Á «Ç×§¸¡¨Ä ¯À§Â¡¸¢òÐ), ¬öÅ¢ ý §À¡Ð ¿£í¸û ¯ð¦¸¡û¸¢È §ÅÚ ±ó¾ 
ÁÕòÐÅí¸û, ÁÕòÐÅò¾¢ ý ÁÕó¾Ç× ±¨¾Ôõ ¿£í¸û ¾ÅÈ Å¢ðÎ Å¢ð¼¡ø «¨¾Ôõ, 
¿£í¸û ¾ÅÈ Å¢ð¼ ¿¡û ÁüÚõ «¾ü¸¡É ¸¡Ã½õ, À¡Ãº¢ð¼Á¡ø «øÄÐ ³ÒÒ§Ã¡·¦À ý 
Á¡ò¾¢¨Ã¸¨Ç ¿£í¸û ¯ð¦¸¡ñ¼ ¿¡ð¸û ÁüÚõ ´Õ ¿¡Ç¢ø ¿£í¸û ±ÎòÐì ¦¸¡û¸¢È 
Á¡ò¾¢¨Ã¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¾¢×¦ºöÔÁ¡Ú ¯í¸Ç¢¼õ §¸ðÎì ¦¸¡ûÇôÀÎõ. 

ÅÕ¨¸ 2-ìÌ §Áø ¯í¸¨Ç ¬öÅ¢ø ¦¾¡¼÷Å¾ü¸¡É  þÚ¾¢ ÓÊÅ¡ÉÐ, ¯í¸ÇÐ 
¬ö×ìÜ¼ ÀÃ¢§º¡¾¨É ÓÊ×¸û, ¯í¸û ÌÈ¢ô§ÀðÎô À¾¢×¸û ÁüÚõ ÁüÈ ¬ö× 
¾Ì¾¢¿¢¨Ä¸û ¬¸¢ÂÅü¨È ÁÚ¬ö× ¦ºö¾ À¢ÈÌ ÁÕòÐÅÃ¡ø ±Îì¸ôÀÎõ.  ¯í¸û 
Ó¾Ä¡ÅÐ ÅÕ¨¸ìÌô À¢ÈÌ, §ÁÖõ 5 ÅÕ¨¸¸Ùì¸¡¸ ¿£í¸û ¬öÅ¢¼ò¾¢üÌ ÅÕ¨¸ ÒÃ¢Â 
§ÅñÊÂ¢ÕìÌõ - «ÊôÀ¨¼ (¿¡û 0 - ÅÕ¨¸ 2 - Ó¾ø ÅÕ¨¸ìÌ À¢ÈÌ 14 ¿¡ð¸ÙìÌû), 
Å¡Ãõ 1 (ÅÕ¨¸ 3), Å¡Ãõ 2 (ÅÕ¨¸ 4), Å¡Ãõ 3 (ÅÕ¨¸ 5), ÁüÚõ ¬ö× ÓÊ× ÅÕ¨¸ 
(ÅÕ¨¸ 6 / Å¡Ãõ 4). ¬ö× °Æ¢Â÷¸û ¯í¸û ÅÕ¨¸ò ¾¢ð¼í¸¨Çì ÌÈ¢òÐ ¯í¸Ù¼ ý 
¸Äó¾¡§Ä¡º¢ôÀ¡÷¸û. 

´ù¦Å¡Õ ÅÕ¨¸Â¢Öõ (ÅÕ¨¸ 2, ÅÕ¨¸ 3, ÅÕ¨¸ 4 ÁüÚõ ÅÕ¨¸ 5), ¬ö× ÁÕòÐÅ÷ 
¯í¸ÇÐ Óì¸¢Â «¨¼Â¡Çí¸¨Ç ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, Å¡ö ¦ÅôÀ¿¢¨Ä, 
ÍÅ¡º Å£¾õ) §º¡¾¢òÐô À¡÷òÐ, ¬öÅ¢ø ¸Õ¾ôÀÎ¸¢È ãðÊý ÀÃ¢§º¡¾É¨Â ¿¼òÐÅ¡÷. 
§ÅÚ ±§¾Ûõ Ò¾¢Â ±¾¢Ã¢¨¼ ¿¢¸ú×¸û ( þÂøÀ¢üÌ Á¡È¡É ¬ö×ìÜ¼ ¸ñÎÀ¢ÊôÒ¸û, 
¬ö×ô §À¡ì¸¢ë§¼ ²üÀÎ¸¢È, ÁÕòÐÅ º¢¸¢î¨º «øÄÐ ¿¨¼Ó¨È§Â¡Î 
ºõÀó¾Ó¨¼Â¾¡¸ «¨Å ¸Õ¾ôÀÎ¸¢È§¾¡  þø¨Ä§Â¡, ÁÕòÐÅî º¢¸¢î¨º «øÄÐ 
¿¨¼Ó¨È ¬¸¢ÂÅüÈ¢ ý ¯À§Â¡¸ò§¾¡Î ¦¾¡¼÷Ò¨¼Â «È¢ÌÈ¢¸û «øÄÐ §¿¡ö¸û 
¯ðÀ¼ ±ó¾¦Å¡Õ À¡¾¸Á¡É «øÄÐ §Åñ¼¡¾ «¨¼Â¡Çí¸û) þÕì¸¢È¾¡ ± É ¬ö× 
ÁÕòÐÅ÷ §¸ðÀ¡÷ §ÁÖõ Ò¾¢Â ÁÕòÐÅí¸û ±¾¨ÉÔõ ¿£í¸û ±ÎìÌõ Àðºò¾¢ø 
«¾¨Éô À¾¢×¦ºöÅ¡÷. §Á§Ä ÌÈ¢ôÀ¢¼ôÀðÎûÇ «¨ÉòÐ Å¢É¡ÅÃ¢¨º¸Ù§Á ¯í¸Ç¡ø 
¿¢ÃôÀôÀ¼ §ÅñÊÂ¢ÕìÌõ (ÅÄ¢ì¸¡É Å¢²±Š, ¼À¢ûä´±õ²º¢ Å¢É¡ÅÃ¢¨º, ±Š±·ô-36 
Å¡úì¨¸ò ¾Ã Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ ´ðÎ¦Á¡ò¾ 
Á¾¢ôÀ£Î). «Îò¾ ´Õ Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅõ, ¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁüÚõ 
Á£ðÒ ÁÕòÐÅõ (À¡Ã¡º¢ð¼Á¡ø «øÄÐ ³ÒÒ§Ã¡·¦À ý) ¬¸¢Â¨Å ¦¸¡Îì¸ôÀÎõ.  

ÅÕ¨¸ 6 (ÅÕ¨¸ 2-ìÌô À¢ÈÌ 4 Å¡Ãí¸û) ¾¡ ý ¬öÅ¢ ý ¸¨¼º¢ ÅÕ¨¸Â¡Ìõ.  þó¾ 
ÅÕ¨¸Â¢ ý §À¡Ð, ¯í¸û ¯¼õÀ¢ý  µ÷ ÓØ¨ÁÂ¡É ÀÃ¢§º¡¾¨É (Óì¸¢Â «¨¼Â¡Çí¸û 
ÁüÚõ ãðÎ ÀÃ¢§º¡¾¨É¯ðÀ¼) ¿¼ò¾ôÀÎõ. ¬ö×ìÜ¼ ÀÃ¢§º¡¾¨É¸Ùì¸¡¸ þÃò¾ 
ÁüÚõ º¢Ú¿£÷ Á¡¾¢Ã¢¸û §º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ. ¿¡ ýÌ Å¢É¡ÅÃ¢¨º¸¨ÇÔõ ¯í¸Ç¡ø 
â÷ò¾¢ ¦ºöÂôÀ¼ §ÅñÊÂ¢ÕìÌõ. 

´ù¦Å¡Õ ÅÕ¨¸Â¢ ý ÓÊÅ¢Öõ, ¯À§Â¡¸¢ì¸¡¾ ¬ö× ÁÕòÐÅí¸û ÁüÚõ Á£ðÒ 
ÁÕòÐÅí¸û ±¨¾Ôõ ÁüÚõ ¿£í¸û ¯À§Â¡¸¢ò¾ ÁÕòÐÅò¾¢ ý ¸¡Ä¢ ÒðÊ¸¨ÇÔõ ¿£í¸û 
¾¢ÕõÀì ¦¸¡ÎòÐÅ¢¼ §ÅñÎõ. 
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±ó¾ §¿Ãò¾¢Öõ «¾¢¸ ÅÄ¢¨Â, ±ó¾¦Å¡Õ ±¾¢Ã¢¨¼ ¿¢¸ú×¸¨Ç ¿£í¸û «ÛÀÅ¢ò¾¡ø, 
«¾¢¸ ÁÕòÐÅí¸û §À¡ýÈ¨Å §¾¨ÅôÀð¼¡ø ¿£í¸û ¬ö× ÁÕòÐÅÃ¢¼õ ¦¾Ã¢Å¢ì¸ 
§ÅñÎõ. ²üÈÐ ±É ÁÕòÐÅ÷ ¿¢¨Éì¸¢È Àðºò¾¢ø, §Á§Ä ÌÈ¢ôÀ¢¼ôÀð¼ 6 ÅÕ¨¸¸û 
«øÄ¡¾ µ÷ ÜÎ¾ø ÅÕ¨¸ìÌ ÅÕÁ¡Ú «Å÷ ¯í¸¨Ç «¨Æì¸Ä¡õ. 

ŠìÃ£É¢í ÅÕ¨¸/ÅÕ¨¸ ŠìÃ£É¢í ÅÕ¨¸/ÅÕ¨¸ ŠìÃ£É¢í ÅÕ¨¸/ÅÕ¨¸ ŠìÃ£É¢í ÅÕ¨¸/ÅÕ¨¸ 1 

 þó¾ ¬öÅ¢ø Àí§¸üÀ¾üÌ ¿£í¸û ºõÁ¾¢ì¸¢È Àðºò¾¢ø, þó¾ ÅÕ¨¸Â¢ø ¬ö× ÁÕòÐÅ÷ 
À¢ ýÅÕõ Á¾¢ôÀ£Î¸¨Ç §Áü¦¸¡ûÙÅ¡÷ 

• ¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø ÀÊÅò¨¾ ¿£í¸û ¨¸¦Â¡ôÀÁ¢¼ §ÅñÊÂ¢ÕìÌõ. 

• Å¢ÀÃÁ¡É ÁÕòÐÅ ÁüÚõ «Ú¨Åî º¢¸¢î¨º ÅÃÄ¡Ú À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• ÁÕòÐÅ ÅÃÄ¡Ú ±Ð×õ À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• Å¢ÀÃÁ¡É ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ ÅÃÄ¡Ú ¦ÀüÚì ¦¸¡ûÇôÀÎõ 

• ¯í¸û ¾É¢ôÀð¼ ÅÃÄ¡Ú (ÁÐ, Ò¨¸ôÀ¢Êò¾ø §À¡ ýÈÅüÈ¢ ý ÅÃÄ¡Ú ¯ðÀ¼) À¾¢× 
¦ºöÐ ¦¸¡ûÇôÀÎõ. 

• Ë§Á¡¸¢Ã¡·À¢ì ¾Ã× (¯ÂÃõ, ±¨¼, À¢±õ³ - ¯¼ü ÀÕÁ ý ÀðÊÂø {À¢±õ³ ± ýÀÐ 
´Õ ¿ÀÃ¢ ý ±¨¼¨Â «ÅÃÐ ¯ÂÃòÐ¼ý ¦¾¡¼÷ÒÀÎòÐÅ¾ü¸¡É µ÷ ÀðÊÂÄ¡Ìõ 
§ÁÖõ «Ð ¸¢§Ä¡¸¢Ã¡Á¢ø ¯ûÇ ±¨¼¨Â Á£ð¼÷¸Ç¢ ø ¯ûÇ ¯ÂÃò¾¢ý þÕÁ¼í¸¡ø 
ÅÌôÀ¾¡ø ¦ÀÈôÀÎ¸¢ÈÐ}) 

•  ̄ í¸û Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, Å¡ö 
¦ÅôÀ¿¢¨Ä, ÍÅ¡º Å£¾õ) ¬¸¢Â¨Å À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ. 

• ¯¼ü ÀÃ¢§º¡¾¨É 

• ¬öÅ¢ø ¸Õ¾ôÀÎ¸¢È ãðÊý ÀÃ¢§º¡¾¨É 

• ¬ö×ìÜ¼ §º¡¾¨É¸Ùì¸¡¸ þÃò¾ ÁüÚõ º¢Ú¿£÷ Á¡¾¢Ã¢¸û §º¸Ã¢òÐì 
¦¸¡ûÇôÀÎõ 

• ÌÆó¨¾ô ¦ÀüÚì ¦¸¡ûÙõ ¾¢ÈÛ¨¼Â «¨ÉòÐ ¦Àñ¸ÙìÌõ (¸Õò¾Ã¢ì¸ì ÜÊÂ 
¦Àñ¸û) º¢Ú¿£÷ ¸÷ôÀô ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• ¬ö× ¯ð§º÷ôÒ ÁüÚõ ¦ÅÇ¢§ÂüÚ ¾Ì¾¢ ¿¢¨Ä¸Ç¢ ý Á¾¢ôÀ£Î 

• ¯í¸Ç¡ø º¢Ä Å¢É¡ÅÃ¢¨º¸û À¾¢ÄÇ¢ì¸ôÀ¼ §ÅñÊÂ¢ÕìÌõ: 

                               ÅÄ¢ì¸¡É Å¢²±Š 

                                þÎôÒ ÁüÚõ ÓÆí¸¡Ä¢ ý ´²-ì¸¡É ¼À¢ûä´±õ²º¢  þñ¦¼ìŠ 

                               ±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º 
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                               ´²-þý §¿¡Â¡Ç¢ ´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î 

• ¬ö× ÁÕòÐÅõ, ¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁüÚõ Á£ðÒ ÁÕòÐÅí¸û 
¬¸¢Â¨Å ¯í¸ÙìÌ ÅÆí¸ôÀðÎ, §ÁÖõ «¨Å ÀüÈ¢Â «È¢×Úò¾ø¸Ùõ 
¦¸¡Îì¸ôÀÎõ. 

«ÊôÀ¨¼ ÅÕ¨¸ (ÅÕ¨¸ «ÊôÀ¨¼ ÅÕ¨¸ (ÅÕ¨¸ «ÊôÀ¨¼ ÅÕ¨¸ (ÅÕ¨¸ «ÊôÀ¨¼ ÅÕ¨¸ (ÅÕ¨¸ 2    / ¿¡û / ¿¡û / ¿¡û / ¿¡û 0):):):): 

ÅÕ¨¸ 1-ìÌô À¢ÈÌ ¬öÅ¢ø ¦¾¡¼÷Å¾üÌ ¿£í¸û ¾Ì¾¢Ô¨¼ÂÅÃ¡¸ì ¸¡½ôÀÎ¸¢È 
Àðºò¾¢ø, ÅÕ¨¸ 1-ìÌ À¢ÈÌ 14 ¿¡ð¸ÙìÌû §Áü¦¸¡ñÎõ ¬öÅ¢ø Àí§¸üÚì 
¦¸¡ûÙÁ¡Ú ¿£í¸û «¨Æì¸ôÀÎÅ£÷¸û. «ÊôÀ¨¼ ÅÕ¨¸Â¢ ý §À¡Ð (ÅÕ¨¸ 2) ¸£ØûÇ 
¿¨¼Ó¨È¸û ¿¼ò¾¢ì ¦¸¡ûÇôÀÎõ 

• ²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸û þÕì¸¢È¾¡ ± ýÀ¨¾Ôõ, ¿£í¸û «ÛÀÅ¢ò¾ ÅÄ¢, ¿£í¸û 
¯ð¦¸¡ñ¼ §ÅÚ ±ó¾ ÁÕòÐÅí¸û, ±øÄ¡ ¿¡ð¸Ç¢Öõ ¿£í¸û ¬ö× 
ÁÕòÐÅí¸¨Ç ¯ð¦¸¡ñÊÕì¸¢È£÷¸Ç¡, §ÁÖõ ´Õ ¿¡Ç¢ø ¿£í¸û ±Îò¾¢Õì¸¢È 
Á£ðÒ ÁÕòÐÅí¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¡÷ôÀ¾ü¸¡¸ â÷ò¾¢ ¦ºöÂôÀð¼ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁÚ¬ö× ¦ºöÂôÀÎõ.  

• Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¦ÅôÀ¿¢¨Ä ÁüÚõ 
ÍÅ¡º Å£¾õ) À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• ãðÊý ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• «ó¾ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌõ ¿£í¸û À¾¢ÄÇ¢ôÀ£÷¸û (ÅÄ¢ì¸¡É Å¢²±Š, ÓÆí¸¡ø 
ÁüÚõ þÎôÀ¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-ì¸¡É ¼À¢ûäµ±õ²º¢ þñ¦¼ìŠ, 
±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ 
´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î) 

• ¬öÅ¢ü¸¡É «¨ÉòÐ ¾Ì¾¢¿¢¨Ä¸Ùõ ÁÚÀÊÔõ §º¡¾¢ò¾È¢ÂôÀðÎ, ¬öÅ¢ü¸¡É 
¯í¸ÇÐ ¾Ì¾¢ ÓÊ× ¦ºöÂôÀÎõ. 

• «Îò¾ ´Õ Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅõ, Á£ðÒ ÁÕòÐÅí¸û ÁüÚõ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ¬¸¢Â¨Å ¯í¸ÙìÌ ÅÆí¸ôÀÎõ. 

«ÊôÀ¨¼ ÅÕ¨¸Â¢ø Ñ¨Æ×ò ¾Ì¾¢¿¢¨Ä¸¨Ç ¿£í¸û ºó¾¢ì¸Å¢ø¨Ä ± ýÈ¡ø, ¯í¸Ç¡ø 
¬öÅ¢ø ¦¾¡¼Ã ÓÊÂ¡Ð. 

ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ 3:::: (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ 1    +    1    ¿¡û)¿¡û)¿¡û)¿¡û) 

ÅÕ¨¸ 3 Á¾¢ôÀ£Î¸Ùì¸¡¸ ÅÕ¨¸ 2-ìÌô À¢ÈÌ ´Õ Å¡Ãò¾¢ø ¿£í¸û ¬öÅ¢¼ò¾¢üÌ 
ÅÕ¨¸ ÒÃ¢Â §ÅñÊÂ¢ÕìÌõ. «ó¾ ÅÕ¨¸ì¸¡¸ 1 ¿¡û º¡ÇÃ ¸¡Äõ (Å¢ñ§¼¡ À£Ã¢Âð) 
ÅÆí¸ôÀðÎûÇÐ «¾¡ÅÐ, ÅÕ¨¸ 2-ìÌô À¢ÈÌ 7ÅÐ «øÄÐ 8ÅÐ ¿¡Ç¢ø ¬öÅ¢¼ò¾¢üÌ 
¿£í¸û ÅÕ¨¸ ÒÃ¢ÂÄ¡õ. 

• ²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸û þÕì¸¢È¾¡ ± ýÀ¨¾Ôõ, ¿£í¸û ¯ð¦¸¡ñ¼ §ÅÚ ±ó¾ 
ÁÕòÐÅí¸û, ±øÄ¡ ¿¡ð¸Ç¢Öõ ¿£í¸û ¬ö× ÁÕòÐÅí¸¨Ç 
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¯ð¦¸¡ñÊÕì¸¢È£÷¸Ç¡, §ÁÖõ ´Õ ¿¡Ç¢ø ¿£í¸û ±Îò¾¢Õì¸¢È Á£ðÒ 
ÁÕòÐÅí¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¡÷ôÀ¾ü¸¡¸ â÷ò¾¢ ¦ºöÂôÀð¼ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁÚ¬ö× ¦ºöÂôÀÎõ.  

• ¯À§Â¡¸¢ì¸¡¾ ÁÕòÐÅí¸û ÁüÚõ ¯À§Â¡¸¢ò¾ ÁÕòÐÅ ÒðÊ¸û «¨ÉòÐõ 
§º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ 

• Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¦ÅôÀ¿¢¨Ä, ÍÅ¡º 
Å£¾õ) À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• ãðÊý ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• «ó¾ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌõ ¿£í¸û À¾¢ÄÇ¢ôÀ£÷¸û (ÅÄ¢ì¸¡É Å¢²±Š, ÓÆí¸¡ø 
ÁüÚõ þÎôÀ¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-ì¸¡É ¼À¢ûäµ±õ²º¢ þñ¦¼ìŠ, 
±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ 
´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î) 

• «Îò¾ ´Õ Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅõ, Á£ðÒ ÁÕòÐÅí¸û ÁüÚõ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ¬¸¢Â¨Å ¯í¸ÙìÌ ÅÆí¸ôÀÎõ. 

ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ 4:::: (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ 2    ±    1    ¿¡û)¿¡û)¿¡û)¿¡û) 

ÅÕ¨¸ 3-ìÌô À¢ÈÌ 7 ¿¡ð¸Ç¢ø ÅÕ¨¸ 4-ü¸¡É Á¾¢ôÀ£Î¸û ¿¼ò¾ôÀÎõ («¾¡ÅÐ, 
ÅÕ¨¸ 2-ìÌô À¢ÈÌ ¸¢ð¼ò¾ð¼ 14 ¿¡ð¸Ç¢ø).  þó¾ ÅÕ¨¸ì¸¡¸, ± 1 ¿¡û º¡ÇÃ ¸¡Äõ 
(Å¢ñ§¼¡ À£Ã¢Âð) ¯í¸ÙìÌ ÅÆí¸ôÀðÎûÇÐ «¾¡ÅÐ, ÅÕ¨¸ 3-ìÌô À¢ÈÌ 6

ÅÐ - 8
ÅÐ 

¿¡ð¸ÙìÌ  þ¨¼Â¢ø ¿£í¸û ¬öÅ¢¼ò¾¢üÌ ÅÕ¨¸ ÒÃ¢ÂÄ¡õ. 

• ²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸û þÕì¸¢È¾¡ ± ýÀ¨¾Ôõ, ¿£í¸û ¯ð¦¸¡ñ¼ §ÅÚ ±ó¾ 
ÁÕòÐÅí¸û, ±øÄ¡ ¿¡ð¸Ç¢Öõ ¿£í¸û ¬ö× ÁÕòÐÅí¸¨Ç 
¯ð¦¸¡ñÊÕì¸¢È£÷¸Ç¡, §ÁÖõ ´Õ ¿¡Ç¢ø ¿£í¸û ±Îò¾¢Õì¸¢È Á£ðÒ 
ÁÕòÐÅí¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¡÷ôÀ¾ü¸¡¸ â÷ò¾¢ ¦ºöÂôÀð¼ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁÚ¬ö× ¦ºöÂôÀÎõ.  

• ¯À§Â¡¸¢ì¸¡¾ ÁÕòÐÅí¸û ÁüÚõ ¯À§Â¡¸¢ò¾ ÁÕòÐÅ ÒðÊ¸û «¨ÉòÐõ 
§º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ 

• Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¦ÅôÀ¿¢¨Ä, ÍÅ¡º 
Å£¾õ) À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• ãðÊý ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• «ó¾ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌõ ¿£í¸û À¾¢ÄÇ¢ôÀ£÷¸û (ÅÄ¢ì¸¡É Å¢²±Š, ÓÆí¸¡ø 
ÁüÚõ þÎôÀ¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-ì¸¡É ¼À¢ûäµ±õ²º¢ þñ¦¼ìŠ, 
±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ 
´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î 

• «Îò¾ ´Õ Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅõ, Á£ðÒ ÁÕòÐÅí¸û ÁüÚõ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ¬¸¢Â¨Å ¯í¸ÙìÌ ÅÆí¸ôÀÎõ. 
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ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ 5:::: (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ (Å¡Ãõ 3    ±    1    ¿¡û)¿¡û)¿¡û)¿¡û) 

ÅÕ¨¸ 4-ìÌô À¢ÈÌ 7 ¿¡ð¸Ç¢ø ÅÕ¨¸ 5-ü¸¡É Á¾¢ôÀ£Î¸û ¿¼ò¾ôÀÎõ.  þó¾ 
ÅÕ¨¸ì¸¡¸, ± 1 ¿¡û º¡ÇÃ ¸¡Äõ (Å¢ñ§¼¡ À£Ã¢Âð) ¯í¸ÙìÌ ÅÆí¸ôÀðÎûÇÐ 
«¾¡ÅÐ, ÅÕ¨¸ 4-ìÌô À¢ÈÌ 6

ÅÐ - 8
ÅÐ ¿¡ð¸ÙìÌ  þ¨¼Â¢ø ¿£í¸û ¬öÅ¢¼ò¾¢üÌ 

ÅÕ¨¸ ÒÃ¢ÂÄ¡õ. 

• ²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸û þÕì¸¢È¾¡ ± ýÀ¨¾Ôõ, ¿£í¸û ¯ð¦¸¡ñ¼ §ÅÚ ±ó¾ 
ÁÕòÐÅí¸û, ±øÄ¡ ¿¡ð¸Ç¢Öõ ¿£í¸û ¬ö× ÁÕòÐÅí¸¨Ç 
¯ð¦¸¡ñÊÕì¸¢È£÷¸Ç¡, §ÁÖõ ´Õ ¿¡Ç¢ø ¿£í¸û ±Îò¾¢Õì¸¢È Á£ðÒ 
ÁÕòÐÅí¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¡÷ôÀ¾ü¸¡¸ â÷ò¾¢ ¦ºöÂôÀð¼ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁÚ¬ö× ¦ºöÂôÀÎõ.  

• ¯À§Â¡¸¢ì¸¡¾ ÁÕòÐÅí¸û ÁüÚõ ¯À§Â¡¸¢ò¾ ÁÕòÐÅ ÒðÊ¸û «¨ÉòÐõ 
§º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ 

• Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¦ÅôÀ¿¢¨Ä, ÍÅ¡º 
Å£¾õ) À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 

• ãðÊý ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• «ó¾ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌõ ¿£í¸û À¾¢ÄÇ¢ôÀ£÷¸û (ÅÄ¢ì¸¡É Å¢²±Š, ÓÆí¸¡ø 
ÁüÚõ þÎôÀ¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-ì¸¡É ¼À¢ûäµ±õ²º¢ þñ¦¼ìŠ, 
±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ 
´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î 

• «Îò¾ ´Õ Å¡Ãò¾¢ü¸¡É ¬ö× ÁÕòÐÅõ, Á£ðÒ ÁÕòÐÅí¸û ÁüÚõ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ¬¸¢Â¨Å ¯í¸ÙìÌ ÅÆí¸ôÀÎõ. 

ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ ÅÕ¨¸ 6:::: ¬ö× ÓÊ× ÅÕ¨¸ (Å¡Ãõ ¬ö× ÓÊ× ÅÕ¨¸ (Å¡Ãõ ¬ö× ÓÊ× ÅÕ¨¸ (Å¡Ãõ ¬ö× ÓÊ× ÅÕ¨¸ (Å¡Ãõ 4    ± 1 ¿¡û)¿¡û)¿¡û)¿¡û) 

 þÐ ¾¡ ý ¬öÅ¢ ý ¸¨¼º¢ ÅÕ¨¸Â¡Ìõ. ÅÕ¨¸ 5-ìÌô À¢ÈÌ 7 ¿¡ð¸Ç¢ø  þó¾ ÅÕ¨¸ 
¿¼ò¾ôÀÎõ.  þó¾ ÅÕ¨¸ì¸¡¸ ± 1 ¿¡û º¡ÇÃ ¸¡Äõ (Å¢ñ§¼¡ À£Ã¢Âð) ÅÆí¸ôÀðÎûÇÐ 
«¾¡ÅÐ, ÅÕ¨¸ 5-ìÌô À¢ÈÌ 6

ÅÐ - 8
ÅÐ ¿¡ð¸ÙìÌ  þ¨¼§Â ¬öÅ¢¼ò¾¢üÌ ¿£í¸û 

ÅÕ¨¸ ÒÃ¢ÂÄ¡õ. 

• ²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸û þÕì¸¢È¾¡ ± ýÀ¨¾Ôõ, ¿£í¸û ¯ð¦¸¡ñ¼ §ÅÚ ±ó¾ 
ÁÕòÐÅí¸û, ±øÄ¡ ¿¡ð¸Ç¢Öõ ¿£í¸û ¬ö× ÁÕòÐÅí¸¨Ç 
¯ð¦¸¡ñÊÕì¸¢È£÷¸Ç¡, §ÁÖõ ´Õ ¿¡Ç¢ø ¿£í¸û ±Îò¾¢Õì¸¢È Á£ðÒ 
ÁÕòÐÅí¸Ç¢ ý ±ñ½¢ì¨¸ ¬¸¢ÂÅü¨Èô À¡÷ôÀ¾ü¸¡¸ â÷ò¾¢ ¦ºöÂôÀð¼ 
¬ö×ìÌðÀÎ§Å¡÷ ÌÈ¢ô§ÀÎ ÁÚ¬ö× ¦ºöÂôÀÎõ.  

• ¯À§Â¡¸¢ì¸¡¾ ÁÕòÐÅí¸û ÁüÚõ ¯À§Â¡¸¢ò¾ ÁÕòÐÅ ÒðÊ¸û «¨ÉòÐõ 
§º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ 

• Óì¸¢Â «¨¼Â¡Çí¸û ( þ¾Âò ÐÊôÒ Å£¾õ,  þÃò¾ «Øò¾õ, ¦ÅôÀ¿¢¨Ä, ÍÅ¡º 
Å£¾õ) À¾¢× ¦ºöÐ ¦¸¡ûÇôÀÎõ 
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• ÓØ¨ÁÂ¡É ¯¼ü ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• ¬ö×ìÜ¼ ÀÃ¢§º¡¾¨É¸Ùì¸¡¸ þÃò¾ ÁüÚõ º¢Ú¿£÷ Á¡¾¢Ã¢¸û §º¸Ã¢òÐì 
¦¸¡ûÇôÀÎõ 

• ãðÊý ÀÃ¢§º¡¾¨É ¿¼ò¾ôÀÎõ 

• «ó¾ 4 Å¢É¡ÅÃ¢¨º¸ÙìÌõ ¿£í¸û À¾¢ÄÇ¢ôÀ£÷¸û (ÅÄ¢ì¸¡É Å¢²±Š, ÓÆí¸¡ø 
ÁüÚõ þÎôÀ¢ ý ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ-ì¸¡É ¼À¢ûäµ±õ²º¢ þñ¦¼ìŠ, 
±Š±·ô-36 ìäµ±ø Å¢É¡ÅÃ¢¨º ÁüÚõ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡Â¢ ý §¿¡Â¡Ç¢ 
´ðÎ¦Á¡ò¾ Á¾¢ôÀ£Î 

«¨ÉòÐ ¬ö×ô Àí§¸üÀ¡Ç÷¸Ù«¨ÉòÐ ¬ö×ô Àí§¸üÀ¡Ç÷¸Ù«¨ÉòÐ ¬ö×ô Àí§¸üÀ¡Ç÷¸Ù«¨ÉòÐ ¬ö×ô Àí§¸üÀ¡Ç÷¸ÙìÌÁ¡É «È¢ìÌÁ¡É «È¢ìÌÁ¡É «È¢ìÌÁ¡É «È¢××××Úò¾øÚò¾øÚò¾øÚò¾ø¸û:¸û:¸û:¸û: 

1. ¬öÅ¢Ä¡É Àí§¸üÀ¢ ý §À¡Ð, ¿£í¸û «¾¢¸ «Ç× ¾¢ÃÅí¸¨Çì ÌÊì¸¢È£÷¸û 
± ýÀ¨¾ ¾Â×¦ºöÐ ¯Ú¾¢ ¦ºöÐ ¦¸¡ûÙí¸û (´Õ ¿¡ÙìÌ Ì¨Èó¾Àðºõ 
¸¢ð¼ò¾ð¼ 2 Ä¢ð¼÷¸û ¾ñ½£÷) 

2. ¬ö× ÁÕòÐÅÕìÌ Ó ýÉ§Á ¦¾Ã¢Å¢ì¸¡Áø ¯í¸û ¬ö× ¸¡Äò¾¢ ý §À¡Ð 
±ó¾¦Å¡Õ ÅÄ¢ ÁÕòÐÅí¸¨ÇÔõ ¾Â×¦ºöÐ ¯À§Â¡¸¢ì¸¡¾£÷¸û (Á¡ò¾¢¨Ã¸û / 
¬Â¢ñ¦Áñð¸û §À¡ ýÈ¨Å). 

3. ¬öÅ¢¼ò¾¢ü¸¡É ±ó¾¦Å¡Õ ¬ö× ÅÕ¨¸ìÌõ 2 ¿¡ð¸ÙìÌ Ó ýÒ (24 Á½¢ 
§¿Ãí¸û), Á£ðÒ ÁÕòÐÅí¸û (À¡Ã¡º¢ð¼Á¡ø «øÄÐ ³ÒÒ§Ã¡·¦À ý) ±ÎòÐì 
¦¸¡ûÅ¨¾ ¾Â×¦ºöÐ ¿¢Úò¾¢ì ¦¸¡ûÙí¸û 

4. ¿£í¸û ÌÆó¨¾ ¦ÀüÚì ¦¸¡ûÙõ ¾¢ÈÛ¨¼Â µ÷ ¦Àñ½¡¸§Å¡ «øÄÐ ¾ÉÐ 
Ð¨½Å¢/Á¨ÉÅ¢ ÌÆó¨¾ ¦ÀüÚì ¦¸¡ûÙõ ¾¢ÈÛ¨¼Â ¦Àñ½¡¸ ¯ûÇ µ÷ 
¬½¡¸§Å¡  þÕìÌõ Àðºò¾¢ø, ¾Ìó¾ ¸Õò¾¨¼¨Â ¿£í¸û ¯À§Â¡¸¢òÐì ¦¸¡ûÇ 
§ÅñÎõ «øÄÐ ¬öÅ¢ ý ´ðÎ ¦Á¡ò¾ ¸¡Äò¾¢ ý §À¡Ðõ À¡ÖÈ× ¦¸¡ûÅ¾¢Ä¢ÕóÐ 
Å¢Ä¸¢Â¢Õì¸ §ÅñÎõ. 

5. ´ù¦Å¡Õ ¬ö× ÅÕ¨¸Â¢ ý §À¡Ðõ, ¯À§Â¡¸¢ì¸¡¾ ¬ö× ÁÕòÐÅõ ÁüÚõ Á£ðÒ 
ÁÕòÐÅí¸û ÁüÚõ ¯À§Â¡¸¢ò¾ ÁÕòÐÅ ÒðÊ¸û ¬¸¢Â «¨Éò¨¾Ôõ 
¬öÅ¢¼ò¾¢üÌ ¦¸¡ñÎ ÅóÐ Å¢ÎÅ¾üÌ ¾Â×¦ºöÐ ¿¢¨ÉÅ¢ø ¦¸¡ûÙí¸û.   

 ¬ö× ÁÕòÐÅ÷ ¯í¸¨Ç þó¾ ¬ö¨Å Å¢ðÎ ±ÎòÐ Å¢¼ ÓÊ× ¦ºöÅ¾ü¸¡É ¬ö× ÁÕòÐÅ÷ ¯í¸¨Ç þó¾ ¬ö¨Å Å¢ðÎ ±ÎòÐ Å¢¼ ÓÊ× ¦ºöÅ¾ü¸¡É ¬ö× ÁÕòÐÅ÷ ¯í¸¨Ç þó¾ ¬ö¨Å Å¢ðÎ ±ÎòÐ Å¢¼ ÓÊ× ¦ºöÅ¾ü¸¡É ¬ö× ÁÕòÐÅ÷ ¯í¸¨Ç þó¾ ¬ö¨Å Å¢ðÎ ±ÎòÐ Å¢¼ ÓÊ× ¦ºöÅ¾ü¸¡É 
¸¡Ã½í¸û¸¡Ã½í¸û¸¡Ã½í¸û¸¡Ã½í¸û 

´Õº¢Ä Ýú¿¢¨Ä¸Ç¢ ý ¸£ú, ¯í¸û ¬ö× ÁÕòÐÅ÷ «øÄÐ¬öÅ¢ý ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀ÷ 
¯í¸ÇÐ Ó ýÉ¾¡É ´ôÒ¾ø  þøÄ¡Á§Ä§Â, ¯í¸¨Ç Ó ýÉ¾¡¸§Å Å¢Äì¸¢ì ¦¸¡ûÇ 
§ÅñÎõ ± ýÀ¾¡¸ ÓÊ× ¦ºöÂÄ¡õ.  þÐ À¢ ýÅÕõ ¸¡Ã½í¸Ùì¸¡¸ §¿Ã¢¼Ä¡õ: 

«. ÌÈ¢ôÀ¢¼ò¾ì¸ ¯¼ø¿Äì Ì¨ÈÅ¢É¡ø ¿£í¸û «Å¾¢ÔüÈ¡ø «øÄÐ ¬öÅ¢ø 
Àí§¸üÀÐ ¯í¸ÙìÌ ¬Àò¨¾ ¯ñ¼¡ìÌ¸¢È Å¨¸Â¢ø, ¬ö×ô §À¡ì¸¢ ý §À¡Ð 
¯í¸ÙìÌ «Ú¨Åî º¢¸¢î¨º §¾¨ÅôÀð¼¡ø 

¬.  ¬ö× ÁÕòÐÅò¾¢ ý ¸¡Ã½Á¡¸ ¿£í¸û ±¾¢Ã¢¨¼ ¿¢¸ú×¸¨Ç «ÛÀÅ¢ò¾¡ø 
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þ.  ¬ö×ò §¾¨Å¸§Ç¡Î  þ½í¸¢ ¿¼ôÀ¾üÌ ¿£í¸û ¾ÅÈ¢Å¢ð¼¡ø 

®.  ¬ö×ò §¾¨Å¸Ç¢ý ÀÊ ±Îì¸ì Ü¼¡¾ ÁÕòÐÅí¸û ±¨¾Ôõ ¿£í¸û 
¯ð¦¸¡ñ¼¡ø. 

¯.  §Áü¦¸¡ñÎõ ¯í¸û ¯¼ø¿Äò¨¾ «øÄÐ ¬öÅ¢ ý ÓØ¨Áò¾ý¨Á¨Â 
§À½¢ì¸¡ôÀÐ «Åº¢ÂÁ¡¸¢È Àðºò¾¢ø 

°.  ¬öÅ¢Ä¡É ¯í¸ÇÐ Àí§¸üÀ¢ ý §À¡Ð ¿£í¸û ¸Õ×üÚ Å¢ð¼¡ø 

±.  ¬ö× ÁÕòÐÅò§¾¡Î ¾¢ÕõÀò ¾¢ÕõÀ×õ «Êì¸ÊÔõ þ½í¸¢î ¦ºøÄ¡Áø 
§À¡ÅÐ 

².  ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷ «øÄÐ º¡÷ÀüÈ ¿ ý¦ÉÈ¢¸û ÌØì¸Ç¡ø (³®º¢)/Š¾¡ÀÉ 
ÁÚ¬ö× Å¡Ã¢Âò¾¡ø ¬ö× ÓÊòÐì ¦¸¡ûÇôÀÎ¸¢ÈÐ. 

¯í¸û Å¢ÕôÀò¾¢ ý §ÀÃ¢ø ±ó¾ §¿Ãò¾¢Öõ ¬öÅ¢Ä¢ÕóÐ ¿¢ ýÚ ¦¸¡ûÅ¾üÌ ¿£í¸û 
Í¾ó¾¢ÃÁ¡ÉÅ÷ §ÁÖõ ´ôÒ¾Ä¢ø ¨¸¦Â¡ôÀÁ¢ð¼ À¢ÈÌõ ¬ö× ÁÕòÐÅò¨¾ô ¦ÀüÚì 
¦¸¡ûÇ¡ÁÄ¢Õì¸ ¿£í¸û §¾÷× ¦ºöÂÄ¡õ.  ¿¢ ýÚ ¦¸¡ûÇ, ¿£í¸û ¬ö× ÁÕòÐÅÕìÌ 
¦¾Ã¢Å¢ì¸ §ÅñÎõ. ¬Ã¡öîº¢ ÁüÚõ ¿¨¼Ó¨È¸Ç¢Ä¢ÕóÐ Å¢Ä¸¢ì ¦¸¡ûÇ ¿£í¸û ÓÊ× 
¦ºö¸¢È Àðºò¾¢ø, À¡¾¢Â¢§Ä§Â ¿¢ ýÚ ¦¸¡ûÅ¾ü¸¡É ¸¡Ã½õ (í¸û) ÀüÈ¢Ôõ ±ó¾¦Å¡Õ 
±¾¢Ã¢¨¼ ¿¢¸ú×¸û ÀüÈ¢Ôõ ¯í¸Ç¢¼õ §¸ð¸ôÀÎõ.  ¬ö× ÁÕòÐÅ÷/°Æ¢ÂÃ¡ø ¿£í¸û 
À¡÷ì¸ôÀðÎ Á¾¢ôÀ£Î ¦ºöÂôÀÎÅ£÷¸û. 

7. þó¾ ¬öÅ¢ø Àí§¸üÀþó¾ ¬öÅ¢ø Àí§¸üÀþó¾ ¬öÅ¢ø Àí§¸üÀþó¾ ¬öÅ¢ø Àí§¸üÀÐ¼ý ¦¾¡¼÷À¨¼ÂÐ¼ý ¦¾¡¼÷À¨¼ÂÐ¼ý ¦¾¡¼÷À¨¼ÂÐ¼ý ¦¾¡¼÷À¨¼Â    ¬ÀòÐì¸û, «¦ºª¸Ã¢Âí¸û ÁüÚõ¬ÀòÐì¸û, «¦ºª¸Ã¢Âí¸û ÁüÚõ¬ÀòÐì¸û, «¦ºª¸Ã¢Âí¸û ÁüÚõ¬ÀòÐì¸û, «¦ºª¸Ã¢Âí¸û ÁüÚõ    
Óý¦ÉîºÃ¢ì¨¸¸ûÓý¦ÉîºÃ¢ì¨¸¸ûÓý¦ÉîºÃ¢ì¨¸¸ûÓý¦ÉîºÃ¢ì¨¸¸û    

¿£í¸û «ÛÀÅ¢ì¸ì ÜÊÂ, ¬ö× ÁÕó¾¢ ý Á¢¸×õ ¦À¡ÐÅ¡É Àì¸ Å¢¨ÇÅ¡ÉÐ, ÅÂ¢üÚô 
§À¡ì§¸Â¡Ìõ («Êì¸Ê ¿£÷§À¡ ýÚ  þÇ¸¢Â ÁÄõ ¸Æ¢ò¾ø).  þÐ Óì¸¢ÂÁ¡¸ ¬ö× 
ÁÕòÐÅò¨¾ ¿£í¸û ±ÎòÐì ¦¸¡ûÙõ Ó¾ø ¿¡Ç¢ø ¾¡ ý ¸¡½ôÀÎ¸¢ÈÐ §ÁÖõ þÐ 
¾¡É¡¸§Å ºÃ¢Â¡¸¢ Å¢¼ì ÜÊÂÐ («¾¡ÅÐ «¾¨É ¿¢Úò¾ ±ó¾¦Å¡Õ ÁÕòÐÅí¸Ùõ 
§¾¨ÅÂ¢ø¨Ä). ¬Â¢Ûõ §ÅÚ ²§¾Ûõ ¦¾¡¼÷Ò¨¼Â «È¢ÌÈ¢¸§Ç¡Î (ÀÄÅ£Éõ, ¸¢Ú¸¢ÚôÒ 
§À¡ ýÈ¨Å) 1 ¿¡ÙìÌ §ÁÄ¡¸ ¿£í¸û ¸Î¨ÁÂ¡É ÅÂ¢üÚô §À¡ì¨¸ «ÛÀÅ¢ì¸¢È 
Àðºò¾¢ø, ¾Â×¦ºöÐ «¾¨É ¬ö× ÁÕòÐÅÃ¢¼õ «È¢Å¢òÐ Å¢Îí¸û. 

¬öÅ¢ø ¯í¸ÇÐ Àí§¸üÀ¢ ý §À¡Ð, ¿£í¸û §ÅÚ ²§¾Ûõ Àì¸ Å¢¨Ç×¸û «øÄÐ 
«¦ºª¸Ã¢Âí¸¨Ç « ÛÀÅ¢ò¾¡ø ¾Â×¦ºöÐ «Åü¨È ¬ö× ÁÕòÐÅÃ¢¼õ «È¢Å¢òÐ 
Å¢Îí¸û. 

þÃò¾õ ±Îò¾ø ¬þÃò¾õ ±Îò¾ø ¬þÃò¾õ ±Îò¾ø ¬þÃò¾õ ±Îò¾ø ¬ÀòÐì¸ûÀòÐì¸ûÀòÐì¸ûÀòÐì¸û 

º¢¨ÃÂ¢Ä¢ÕóÐ (¯¼Ä¢ø  þÃò¾ò¨¾ ±ÎòÐî ¦ºø¸¢È ÌÆ¡ö) þÃò¾ò¨¾ «¸üÚÅ¾üÌ 
µ÷ °º¢¨Â ¯À§Â¡¸¢ôÀ§¾ "µ÷ þÃò¾õ ±Îò¾ø" ± ýÈ¨Æì¸ôÀÎ¸¢ÈÐ.  ´Õ Ó¨ÈìÌ §Áø 
 þÃò¾õ ±Îì¸ ÓÂüº¢ ¦ºöÅÐ «Åº¢ÂÁ¡É¾¡¸ þÕì¸Ä¡õ.   þó¾ ¬öÅ¢ø, ÅÕ¨¸ 1 
ÁüÚõ ÅÕ¨¸ 6-þý §À¡Ðõ, ¬ö×ìÜ¼ §º¡¾¨É¸û ±§¾Ûõ ¿¼ò¾ §ÅñÊÂ «Åº¢Âõ 
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þÕôÀ¾¡¸ ¬ö× ÁÕòÐÅ÷ ¯½÷¸¢È §¿Ãò¾¢Öõ  (²§¾Ûõ ±¾¢Ã¢¨¼ ¿¢¸ú×¸Ç¢ ý ¿¢¨Ä 
§À¡Ä) þÃò¾ Á¡¾¢Ã¢ §º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ.  

¬ö×ìÜ¼ §º¡¾¨É¸Ùì¸¡¸ ¦Á¡ò¾õ 9 Á¢øÄ¢Ä¢ð¼÷ (¸¢ð¼ò¾ð¼ 2 §¾ì¸ÃñÊ¸û) 
þÃò¾õ §º¸Ã¢òÐì ¦¸¡ûÇôÀÎõ. °º¢ ÌòÐõ §À¡Ðõ  þÃò¾õ ±ÎôÀ¾¢Ä¢ÕóÐõ 
¯í¸û ¨¸Â¢ø ¦¸¡ ïºõ ÅÄ¢ ÁüÚõ/«øÄÐ Å£ì¸ò¨¾ ¿£í¸û «ÛÀÅ¢ì¸ì ÜÎõ.   þò¾¨¸Â 
À¢ ýÅ¢¨Ç×¸û ÅÆì¸Á¡¸ ¾£í¸¢¨Æì¸¡¾¨Å, «øÄÐ Ì¨Èó¾ ¸¡Ä§Á  þÕôÀ¨Å, §ÁÖõ 
ÀÄÅ£Éò¨¾ ¯½÷Ð, «§¾¡Î §º÷óÐ ÅÕõ Å¢Â÷¨Å,  þ¾Âò ÐÊôÒ ¦ÁÐÅ¨¼¾ø, ÁüÚõ 
þÃò¾ «Øò¾ò¾¢ø Ì¨È× ¬¸¢ÂÅü§È¡Î ¿¢ ýÚ Å¢ÎÀ¨Å§Â ¬Ìõ. 

8.  þÉô¦ÀÕì¸ ¬ÀòÐì¸ûþÉô¦ÀÕì¸ ¬ÀòÐì¸ûþÉô¦ÀÕì¸ ¬ÀòÐì¸ûþÉô¦ÀÕì¸ ¬ÀòÐì¸û    

¸Õ×üÚûÇ ¦Àñ¸û «øÄÐ «ÅÃÐ À¢Èì¸¡¾  ÌÆó¨¾ì¸¡É ±ùÅ¢¾ ¬ÀòÐì¸û ÁüÚõ 
Àì¸ Å¢Ç×¸Ùì¸¡É ±ùÅ¢¾ ¬Å½ôÀÎò¾ôÀð¼ ¾¨¼Âí¸Ùõ ¸ñ¼È¢ÂôÀ¼Å¢ø¨Ä. 
¬Â¢Ûõ, ±ó¾¦Å¡Õ  þÉô¦ÀÕì¸ ¬ÀòÐ¸¨Ç §º¡¾¢òÐô À¡÷ôÀ¾üÌõ ÁÕòÐÅ 
§º¡¾¨É¸û ¿¼ò¾ôÀðÊÕì¸Å¢ø¨Ä ± ýÀ¾¡ø, ¸Õ×üÈ / ¾¡öôÀ¡ø ¦¸¡Îì¸¢È 
(ÌÆó¨¾¸ÙìÌ ¾¡öôÀ¡ø ¦¸¡Îì¸¢È ¾¡öÁ¡÷¸û) ¦Àñ¸û ¬öÅ¢ø §º÷òÐì 
¦¸¡ûÇôÀÎÅ¾¢ø¨Ä.  

¿£í¸û ÌÆó¨¾ ¦ÀüÚì ¦¸¡ûÙõ ¾¢ÈÛ¨¼Â µ÷ ¦Àñ½¡¸ þÕì¸¢È Àðºò¾¢ø (¸Õò¾Ã¢ì¸ 
ÜÊÂÅ÷), §ÁÖõ ¬ö×ô §À¡ì¸¢ ý §À¡Ð ¸÷ôÀÁ¨¼Â ¿£í¸û ¾¢ð¼Á¢ð¼¡§Ä¡ «øÄÐ 
¬öÅ¢ø Àí§¸üÚì ¦¸¡ñÊÕìÌõ §À¡Ð ¸Õò¾Ã¢òÐ Å¢ð¼¡§Ä¡ «øÄÐ ¬öÅ¢¨É 
¬ÃõÀ¢ìÌõ §¿Ãò¾¢ø ¯í¸û ÌÆó¨¾ìÌ ¾¡öôÀ¡ø ¦¸¡ÎòÐì ¦¸¡ñÊÕó¾¡ø, ¾Â×¦ºöÐ 
¬ö× ÁÕòÐÅÃ¢¼õ ¦¾Ã¢Å¢òÐ Å¢Îí¸û. 

¿£í¸û ÌÆó¨¾ô ¦ÀüÚì ¦¸¡ûÙõ ¾¢ÈÛ¨¼Â µ÷ ¦Àñ½¡¸ þÕì¸¢È Àðºò¾¢ø, ¿£í¸û 
¾Ìó¾ ¸Õò¾¨¼¸¨Ç (Å¡öÅÆ¢ ¸Õò¾¨¼¸û, ¸Õò¾¨¼ ´ðÎì¸û/Å¨ÇÂí¸û/ 
¯û¨ÅôÒ¸û/°º¢ ãÄõ ¦ºÖò¾ôÀÎÀ¨Å; ¿¡÷ôÇ¡ñð®; Ë§À¡-Ò§Ã¡¦ÅÃ¡®; ¾ÎôÒ 
Ó¨È¸û (¯.õ., ¬Ï¨È ÁüÚõ Å¢ó¾Ïì ¦¸¡øÄ¢); ³äÊ) ¯À§Â¡¸¢òÐì ¦¸¡ûÇ 
§ÅñÊÂ¢ÕìÌõ «øÄÐ ¬öÅ¢Ä¡É ¯í¸ÇÐ Àí§¸üÀ¢ ý ´ðÎ ¦Á¡ò¾ ¸¡Äò¾¢ ý §À¡Ðõ 
¿£í¸û À¡ÖÈ× ¦¸¡ûÅ¾¢Ä¢ÕóÐ Å¢Ä¸¢Â¢Õì¸ §ÅñÎõ. 

¿£í¸û µ÷ ¬½¡¸  þÕóÐ ¯í¸û Á¨½Å¢/Ð¨½Å¢ ÌÆó¨¾ ¦ÀüÚì ¦¸¡ûÙõ 
¾¢ÈÛ¨¼ÂÅÃ¡¸  þÕì¸¢È Àðºò¾¢ø, þÕÅÃ¢ø ´ÕÅ÷ ¾Ìó¾ ¸Õò¾¨¼ Ó¨È¸¨Ç 
¯À§Â¡¸¢òÐì ¦¸¡ûÇ §ÅñÎõ «øÄÐ ¬ö×ô Àí§¸üÀ¢ ý §À¡Ð À¡ÖÈ× 
¦¸¡ûÅ¾¢Ä¢ÕóÐ Å¢Ä¸¢Â¢Õì¸ §ÅñÎõ.   þó¾ ¸¡Äò¾¢ ý §À¡Ð, ¯í¸û Ð¨½Å¢ / Á¨ÉÅ¢ 
¸Õò¾Ã¢òÐ Å¢ð¼¡ø, «¾¨É ¿£í¸û ¬ö× ÁÕòÐÅÃ¢¼õ «È¢Å¢òÐ Å¢¼ §ÅñÎõ. ,   

9. ÀÄÀÄÀÄÀÄ ý¸ûý¸ûý¸ûý¸û    

þó¾ ¬öÅ¢ø Àí¦¸Îì¸ ¿£í¸û µôÒì ¦¸¡ûÙõ Àðºò¾¢ø, ¯í¸ÙìÌ §¿ÃÊÂ¡É 
ÁÕòÐÅô ÀÄ ý þÕì¸Ä¡õ. ãðÎì¸Ç¢ø ¯ûÇ ÅÄ¢¨Â ¬ö× ÁÕóÐ¸û Ì¨ÈòÐ Å¢¼Ä¡õ. 
¯í¸ÇÐ ¿¢¨Ä¨Á §ÁõÀðÎ Å¢¼Ä¡õ, ¬Â¢Ûõ,  þÐ ¯ò¾¢ÃÅ¡¾ÁÇ¢ì¸ôÀ¼ ÓÊÂ¡¾Ð.   þó¾ 
¬öÅ¢Ä¢ÕóÐ ¸üÚì ¦¸¡ûÇôÀð¼ ¾¸Åø¸û ±¾¢÷¸¡Äò¾¢ø ÁüÈ §¿¡Â¡Ç¢¸¨Çô 
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ÀÄÉ¨¼Âî ¦ºöÔõ ± ýÀ¾¡¸ ¿¡í¸û ¿õÒ¸¢§È¡õ.    

þó¾ ¬öÅ¢ø þÕóÐ Àí§¸üÀ¾üÌ À¾¢Ä¡¸ ¯í¸ÙìÌ ¸£ú¸¡Ïõ Å¡öôÒ¸û ¯ûÇÉ:þó¾ ¬öÅ¢ø þÕóÐ Àí§¸üÀ¾üÌ À¾¢Ä¡¸ ¯í¸ÙìÌ ¸£ú¸¡Ïõ Å¡öôÒ¸û ¯ûÇÉ:þó¾ ¬öÅ¢ø þÕóÐ Àí§¸üÀ¾üÌ À¾¢Ä¡¸ ¯í¸ÙìÌ ¸£ú¸¡Ïõ Å¡öôÒ¸û ¯ûÇÉ:þó¾ ¬öÅ¢ø þÕóÐ Àí§¸üÀ¾üÌ À¾¢Ä¡¸ ¯í¸ÙìÌ ¸£ú¸¡Ïõ Å¡öôÒ¸û ¯ûÇÉ:::::  

«.  ¯¼üÀÂ¢üº¢, ±¨¼¨Âô ÀÃ¡ÁÃ¢ì¸ ¯¾Å¢ ¦ºöÐ, ãðÎì¸Ç¢ ý Å¨ÇóÐ ¦¸¡ÎìÌõ 
¾ ý¨Á¨Â «¾¢¸Ã¢òÐ «¾ ý ãÄõ ÅÄ¢¨Âì Ì¨Èì¸¢ÈÐ 

¬.  À¡¾¢ì¸ôÀð¼ ãðÎì¸ÙìÌ ¿£í¸û Ý¼¡É «øÄÐ ÌÇ¢÷ ´ò¾¼õ ¦¸¡Îì¸Ä¡õ, 
À¡¾¢ì¸ôÀð¼ ÀÌ¾¢¨Â À¢ÊòÐ Å¢¼Ä¡õ (Áº¡ˆ), «øÄÐ À¢ÃõÒ¸û (§¸ ýŠ), 
¸ùÅ¢¸û (À¢§ÃºŠ), ŠôÇ¢ñÎ¸û §À¡ ýÈ ¸ÕÅ¢¸¨Ç ¯À§Â¡¸¢òÐì ¦¸¡ûÇÄ¡õ. 

þ.  À¡Ã¡º¢ð¼Á¡ø §À¡ ýÈ ÁÕóÐ¸û (ÅÄ¢¨Âì Ì¨ÈôÀ¾ü¸¡¸ ¯À§Â¡¸¢ì¸ôÀÎ¸¢È 
ÁÕóÐ), ÁüÚõ ÁüÈ ÅÄ¢ ¿¢Å¡Ã½¢¸¨Ç ¯À§Â¡¸¢òÐì ¦¸¡ûÇÄ¡õ 

®.  Å¢ð¼Á¢ ý¸û, ¬ñÊ ¬ì…¢¦¼ñÎ¸û «øÄÐ «ìÌÀïº÷ §À¡ ýÅü¨Èì 
¦¸¡ñÎ Ì¨È¨Å ¿¢ÃôÀ¢ì ¦¸¡ûÇÙõ (ºôÇ¢¦Áñ§¼„ ý) Á¡üÚ º¢¸¢î¨º¸û. 

¯.  ±ÖõÀ¢ ý ¯¾¢÷ó¾ À¡¸í¸¨Ç «¸üÚ¾ø ÁüÚõ ãðÎì¸¨Ç Á¡üÚ¾ø ¯ûÇ¢ð¼ 
«Ú¨Åî º¢¸¢î¨ºÔõ ¦ºöÐ ¦¸¡ûÇôÀ¼Ä¡õ 

10. þÃ¸º¢Âò¾ý¨ÁþÃ¸º¢Âò¾ý¨ÁþÃ¸º¢Âò¾ý¨ÁþÃ¸º¢Âò¾ý¨Á    

¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅÃ¢ý À½¢Â¡Ç÷¸û, (¸ñ¸¡½¢ôÀ¡Ç¸û ÁüÚõ À¢È÷), ¾½¢ì¨¸Â¡Ç÷¸û, 
¿ý¦ÉÈ¢¸û ÌØ ÁüÚõ ´ØíÌÓ¨È «¾¢¸¡Ã¢¸û, ¯í¸Ù¨¼Â «ºø ÁÕòÐÅô 
À¾¢×¸Ùì¸¡É ÁüÚõ À¢È À¡Ð¸¡ì¸ôÀð¼ ¾É¢¿À÷ ÁÕòÐÅ ¾¸Åø¸Ùì¸¡É (À£±î³) §¿ÃÊ 
«ÏÌ¾¨Ä, ÁÕòÐÅ ¬ö× ¿¨¼Ó¨È¸û ÁüÚõ ¾Ã×¸¨Ç ¯Ú¾¢¦ºöÂ, ¯í¸Ù¨¼Â 
¾É¢¿À÷ ¾¸Åø À¡Ð¸¡ôÒ ¯Ã¢¨Á¸¨Ç À¡¾¢ì¸¡¾ Å¨¸Â¢ø, ²üÒ¨¼Â ºð¼ ÁüÚõ 
ÅÆ¢Ó¨È¸û «ÛÁ¾¢ì¸¢È «ÇÅ¢üÌ, ÅÆí¸ôÀÎÅ¡÷¸û. þó¾ ¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø 
ÀÊÅò¾¢ø ¨¸¦ÂØò¾¢ÎÅ¾ý ãÄõ, ¿£í¸û «ò¾¨¸Â «ÏÌ¾¨Ä «í¸£¸Ã¢ì¸¢È£÷¸û. 
§º¡¾¨ÉÂ¢ý ÓÊ×¸û À¢ÃÍÃì¸ôÀð¼¡ø, ¯í¸Ù¨¼Â «¨¼Â¡ÇÁ¡ÉÐ þÃ¸º¢ÂÁ¡É¾¡¸§Å 
þÕìÌõ  

11. §¿¡Â¡Ç¢¸Ùì¸¡É ¦ºÄ×¸û§¿¡Â¡Ç¢¸Ùì¸¡É ¦ºÄ×¸û§¿¡Â¡Ç¢¸Ùì¸¡É ¦ºÄ×¸û§¿¡Â¡Ç¢¸Ùì¸¡É ¦ºÄ×¸û    

þó¾ ¬öÅ¢ø Àí§¸üÀ¾¡ø «Ð ¯í¸ÙìÌ ±ó¾ ´Õ ÜÎ¾ø ¦ºÄÅ¢Öõ ÓÊÂ¡Ð. þó¾ 
¬öÅ¢ø ®ÎÀðÎûÇ, §º¡¾¨ÉìÌ ¦¾¡¼÷Ò¨¼Â ÀÃ¢§º¡¾¨ÉìÌõ «øÄÐ ¿¨¼Ó¨ÈìÌõ 
¯í¸ÙìÌ ±ó¾ ¦ºÄ×õ þÕì¸¡Ð. 

12. ¸¡Âò¾¢ü¸¡É þÆôÀ£Î¸¡Âò¾¢ü¸¡É þÆôÀ£Î¸¡Âò¾¢ü¸¡É þÆôÀ£Î¸¡Âò¾¢ü¸¡É þÆôÀ£Î    

þó¾ ¬öÅ¢ø Àí§¸üÈ¾¡ø §¿ÃÊÂ¡¸ ¿£í¸û §¿¡öÅ¡öôÀð¼¡§Ä¡, «øÄÐ 
¸¡ÂôÀð¼¡§Ä¡, ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷ ¯í¸ÙìÌ ¿¢Â¡ÂÁ¡É ÁÕòÐÅ º¢¸¢î¨º¨Â ²üÀ¡Î 
¦ºöÅ¡÷. ¬ö× ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷«ò¾¨¸Â ¸¡Âò¾¢ý º¢¸¢î¨ºìÌ §¾¨ÅôÀÎ¸¢È «¨ÉòÐ 
ÁÕòÐÅ ¦ºÄ×¸¨ÇÔõ ¦¸¡Îì¸ ´òÐì¦¸¡û¸¢È¡÷1) ¿£í¸û ÁüÈÀÊ ÁÕòÐÅ ¸¡ôÀ£ð¼¡ø 
¦ÀÈ ÓÊÂ¡¾ ¦¾¡¨¸ ÁüÚõ 2) ¬Ã¡öîº¢Â¡ÇÃ¢ý(¸û) «È¢×Úò¾ø¸¨Ç ¿£í¸û À¢ýÀüÈ¢ 
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þÕìÌõ ¿¢¨ÄÂ¢ø. þ¨¾ ¾Å¢Ã ¬ö× ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷ §ÅÚ ±ó¾ ´Õ þÆôÀ£Îõ 
ÅÆí¸Á¡ð¼¡÷. 

13. Àí§¸üÀ¾ü¸¡É À½õ ÅÆíÌ¾øÀí§¸üÀ¾ü¸¡É À½õ ÅÆíÌ¾øÀí§¸üÀ¾ü¸¡É À½õ ÅÆíÌ¾øÀí§¸üÀ¾ü¸¡É À½õ ÅÆíÌ¾ø  

 ¬öÅ¢ø Àí§¸üÀ¾ü¸¡¸ ±ùÅ¢¾ þÆôÀ£Îõ ¯í¸ÙìÌì ¦¸¡Îì¸ôÀ¼ Á¡ð¼¡Ð. 

þó¾ ¬öÅ¢ø ¯í¸û Àí§¸üÀ¡ÉÐ ¾ýÉ¡÷Åò¾¢É¡Ä¡ÉÐ. ¿£í¸û þó¾ ¬öÅ¢ø Àí§¸ü¸ 
ÁÚì¸§Å¡ «øÄÐ ±ó¾ §¿Ãò¾¢Öõ ¬öÅ¢ø þÕóÐ Å¢Ä¸§Å¡ ¿£í¸û ¦¾Ã¢× ¦ºöÂÄ¡õ. 
¬öÅ¢ø þÕóÐ Å¢ÄÌ¾ø, «ÀÃ¡¾ò¾¢§Ä¡ «øÄÐ ¯í¸ÙìÌ ¸¢¨¼ì¸ §ÅñÊÂ ±ó¾ ´Õ 
ÁÕòÐÅ ÀÄÉ¢ý þÆôÀ¢§Ä¡ ÓÊÂ¡Ð. 

14. Ò¾¢Â ¸ñÎÀ¢ÊôÒ¸ûÒ¾¢Â ¸ñÎÀ¢ÊôÒ¸ûÒ¾¢Â ¸ñÎÀ¢ÊôÒ¸ûÒ¾¢Â ¸ñÎÀ¢ÊôÒ¸û     

¬ö× Óý§ÉÚõ ¿¢¨ÄÂ¢ø, ¯í¸Ù¨¼Â ¯¼ø ¿Ä¨É «øÄÐ ¿øÅ¡ú¨Å À¡¾¢ì¸ì ÜÊÂ 
«øÄÐ  ¬öÅ¢ø ¿£í¸û ¦¾¡¼÷óÐ Àí§¸üÀ¨¾ À¡¾¢ì¸ì ÜÊÂ ±ó¾ ´Õ Ò¾¢Â ¾¸ÅÖõ 
¯í¸ÙìÌ ¦¾Ã¢Å¢ì¸ôÀÎõ. þó¾ ¬ö× ÀüÈ¢Â ±ó¾¦Å¡Õ Ò¾¢Â ¾¸Åø¸Ùõ ¸¢¨¼ì¸ 
¬ÃõÀ¢ò¾¢Õì¸¢ ýÈÉÅ¡ ± ýÀ¨¾ì ¸ñÎ¦¸¡ûÅ¾ü¸¡¸ ¿£í¸û Å¢Ä¸¢ì ¦¸¡ñ¼¾üÌô À¢ÈÌ 
±ó¾ §¿Ãò¾¢Öõ ¿£í¸û ¬ö× ÁÕòÐÅ¨Ãò ¦¾¡¼÷Ò ¦¸¡ûÇÄ¡õ. 

¬ö× Àí§¸üÀ¡ÇÃ¡¸ ¯í¸ÙìÌ ¯ûÇ ¯Ã¢¨Á¸û ÌÈ¢ò¾ ¾¸Åø¸ÙìÌ, 
¦¾¡¼÷Ò¦¸¡ûÇ×õ _______________(¨ÁÂò¾¢ý ¦ÀÂ÷), º¡÷ÀüÈ ¿ý¦ÉÈ¢ì ÌØ/ Š¾¡ÀÉ 
ÁÚ¬ö× Å¡Ã¢Âõ (¯í¸û ¯Ã¢¨Á¸¨Ç À¡Ð¸¡ì¸ ¬Ã¡öîº¢ ¾¢ð¼ò¨¾ ÁÚ¬ö× ¦ºö¸¢È 
¿À÷¸Ç¢ý ´Õ ÌØ)________________ Ó¸ÅÃ¢Â¢ø,___________ ¦¾¡¨Ä§Àº¢ ±ñ½¢ø  

¬ö× «øÄÐ ¬Ã¡öîº¢ ÌÈ¢ò¾ ¸¡Âí¸û ÀüÈ¢Â §¸ûÅ¢¸Ùì¸¡¸ 
¬Ã¡öîº¢Â¡Ç¨Ã_______________(¦ÀÂ÷ (¸û)__________ Ó¸ÅÃ¢Â¢ø, _______________ 
¦¾¡¨Ä§Àº¢ ±ñ½¢ø ¦¾¡¼÷Ò ¦¸¡ûÇ×õ. 

þó¾ ¬öÅ¢ø ¿£í¸û Àí§¸ü¸ ´ôÒ¾ø «Ç¢ò¾¡ø, ¨¸¦ÂØò¾¢ðÎ §¾¾¢Â¢ð¼ À¢ýÉ÷ þó¾ 
´ôÒ¾ø ÀÊÅò¾¢ý ¿¸ø ´ýÚ ¯í¸ÙìÌ ¾ÃôÀÎõ. 
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´ôÒ¾ø´ôÒ¾ø´ôÒ¾ø´ôÒ¾ø 

¬ö× ¾¨ÄôÒ:¬ö× ¾¨ÄôÒ:¬ö× ¾¨ÄôÒ:¬ö× ¾¨ÄôÒ:    þÎôÒ, ãÆí¸¡ø¸û, §¾¡ûÀð¨¼¸û, ¸ØòÐ «øÄÐ Á½¢ì¸ðÎ¸û 
¬¸¢ÂÅüÈ¢ ý ÅÄ¢Á¢Ìó¾ ¬ŠÊ§Â¡ ¬÷ò¨ÃðÊŠ §¿¡ÔûÇ ¬ö×ìÌðÀÎ§Å¡÷¸Ç¢ø 
¬÷ò§Ã¡É¡ð-þý À¡Ð¸¡ôÒ ÁüÚõ ¾¢Èò¾ ý¨Á¨Â Á¾¢ôÀ£Î ¦ºöÅ¾ü¸¡É µ÷ 
§¾¡Ã¡ÂÁ¡ì¸ôÀð¼,  þÃð¨¼ Á¨È×, þ¨½ ÌØ, À¢Ç¡º¢§À¡ ¸ðÎôÀÎò¾ôÀð¼ ¬ö×. 

¬ö× ÌÈ¢Â£Î:  ±õ²-º¢Ë-10-002 

¬ö×ìÌðÀÎÀÅÃ¢ý ¦ÀÂ÷ Ó¾¦ÄØòÐì¸û: _________________               

¬ö×ìÌðÀÎÀÅÃ¢ý ¦ÀÂ÷: ____________ 

À¢Èó¾ò §¾¾¢/ ÅÂÐ: __________________ 

(i)  ¿¡ý, §Áü¸ñ¼ ¬ö× ÌÈ¢ò¾, ______________ §¾¾¢Â¢ð¼ ¾¸Åø ¾¡¨Ç 
ÀÊòÐ ÒÃ¢óÐ ¦¸¡ñ§¼ý ±ýÚõ, §¸ûÅ¢¸û §¸ð¸ Å¡öôÒ 
«Ç¢ì¸ôÀð¼Ð ±ýÚõ «¾ü¸¡É ¾¢Õô¾¢¸ÃÁ¡É À¾¢ø¸¨Çô ¦Àü§Èý 
±ýÚõ ¯Ú¾¢ «Ç¢ì¸¢§Èý. 

[           ]* 

(ii)  þó¾ ¬öÅ¢ø ±ÉÐ Àí§¸üÒ ÓØÅÐõ ¾ýÉ¡÷Åò¾¢É¡Ä¡ÉÐ 
±ýÀ¨¾Ôõ ÁüÚõ ±ó¾ ¿¢¨ÄÂ¢Öõ ±ó¾ ¸¡Ã½Óõ «Ç¢ì¸¡Áø, 
±ýÛ¨¼Â ÁÕòÐÅ ¸ÅÉ¢ô§À¡ «øÄÐ ºð¼ â÷ÅÁ¡É ¯Ã¢¨Á¸§Ç¡ 
À¡¾¢ôÀ¨¼Â¡Áø, þó¾ ¬öÅ¢ø þÕóÐ Å¢Ä¸ ¿¡ý Í¾ó¾¢ÃÁ¡ÉÅý 
±ýÀ¨¾Ôõ ÒÃ¢óÐ ¦¸¡ñÎû§Çý. 

[           ]* 

(iii)  ¿¡ý þó¾ §º¡¾¨ÉÂ¢Ä¢ÕóÐ  Å¢Ä¸¢ì ¦¸¡ñ¼¡Öõ, þó¾ ÁÕòÐÅ 
¬öÅ¢ý ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷, ¿¢¾¢Ô¾Å¢ÂÇ¢ôÀÅ÷ º¡÷À¢ø À½¢ÒÃ¢Ôõ 
ÁüÈÅ÷¸û, ¿ý¦ÉÈ¢ì ÌØ ÁüÚõ ¸ðÎôÀ¡Î «¾¢¸¡Ã¢¸û ¬¸¢§Â¡÷ 
¾ü§À¡Ð ¿¼ì¸¢ýÈ þó¾ ¬öÅ¢ü¸¡¸§Å¡ «øÄÐ þÐ ºõÀó¾Á¡¸ 
§Áü¦¸¡ñÎ ¿¼ò¾ôÀÎõ ±ó¾¦Å¡Õ ¬Ã¡öîº¢ì¸¡¸§Å¡ ±ý ¯¼ø ¿Ä 
À¾¢§ÅÎ¸¨Çô À¡÷ì¸ ±ý «ÛÁ¾¢¨Âì §¸¡Ãò §¾¨ÅÂ¢ø¨Ä ±ýÀ¨¾ 
¿¡ý ÒÃ¢óÐì ¦¸¡û¸¢§Èý. þó¾ «ÏÌ¾ÖìÌ ¿¡ý ´òÐì ¦¸¡û¸¢§Èý. 
¬Â¢Ûõ, ãýÈ¡õ ¿À÷¸ÙìÌ ¦ÅÇ¢Â¢¼ôÀÎõ «øÄÐ À¢ÃÍÃ¢ì¸ôÀÎõ 
±ó¾ò ¾¸Åø¸Ç¢Öõ ±ÉÐ «¨¼Â¡ÇÁ¡ÉÐ ¦ÅÇ¢ôÀÎò¾ôÀ¼ Á¡ð¼¡Ð  
±ýÀ¨¾ ÒÃ¢óÐ ¦¸¡û¸¢§Èý. 

[           ]* 

(iv)  þó¾ ¬öÅ¢Ä¢ÕóÐ ±Øõ ±ó¾ò ¾Ã× «øÄÐ ÓÊ×¸Ç¢ý 
¯À§Â¡¸ò¾¢¨ÉÔõ, þÐ §À¡ýÈ ¯À§Â¡¸Á¡ÉÐ «È¢Å¢Âüâ÷Å 
§¿¡ì¸ò¾¢ü¸¡¸ (§¿¡ì¸í¸Ùì¸¡¸) ÁðÎ§Á þÕìÌõ Àðºò¾¢ø 
«¨Å¸¨Çò ¾Îì¸¡ÁÄ¢Õì¸ ¿¡ý ´ôÒì ¦¸¡û¸¢§Èý. 

[           ]* 

(vi)  ¿¡ý §Á§Ä ÌÈ¢ôÀ¢¼ôÀð¼ ¬öÅ¢ø Àí§¸ü¸ ´ôÒ¾ø «Ç¢ì¸¢§Èý. [           ]* 

* ¾Â×¦ºöÐ §Á§Ä ÅÆí¸ôÀðÎûÇ ¸ð¼í¸Ç¢ø ¨¸¦Â¡ôÀÁ¢¼×õ (§¿¡Â¡Ç¢) 
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§Á§Ä ¯ûÇ «¨ÉòÐõ, ±ÉìÌ ¦¾Ã¢ó¾ ¦Á¡Æ¢Â¢ø, ±ÉìÌ Å¢Çì¸ôÀð¼Ð.  

 

 

_____________________________________________         §¾¾¢: _____/_____/______    

§¿¡Â¡Ç¢Â¢ý ¨¸¦Â¡ôÀõ («øÄÐ ¦ÀÕÅ¢Ãø þ§Ã¨¸) 
 

 

 

_____________________________________________          
¨¸¦Â¡ôÀÁ¢ð¼ÅÃ¢ý ¦ÀÂ÷  
 

 

 

_____________________________________________         §¾¾¢: _____/_____/______    

¾¸ÅÄÇ¢ì¸ôÀð¼ ´ôÒ¾ø ¸ÄóÐ¨ÃÂ¡¼¨Ä ÅÆíÌõ  
¿ÀÃ¢ý ¨¸¦Â¡ôÀõ. 
 

 

 

_____________________________________________          
¾¸ÅÄÄ¢ì¸ôÀð¼ ´ôÒ¾ø ¸ÄóÐ¨ÃÂ¡¼¨Ä ÅÆíÌõ  
¿ÀÃ¢ý ¦ÀÂ÷. 
 

 

 

_____________________________________________         §¾¾¢: _____/_____/______    

À¡ÌÀ¡¼üÈ º¡ðº¢Â¢ý ¨¸¦Â¡ôÀõ  
 
 

 

_____________________________________________          
À¡ÌÀ¡¼üÈ º¡ðº¢Â¢ý ¦ÀÂ÷ 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.4 

 

List and Description of Investigators and 

Other Important Participants in the Study, 

Including Brief (1 Page) CVs or Equivalent 

Summaries of Training and Experience 

Relevant to the Performance of the Clinical 

Study 
 









  Project No: MA-CT-10-002                                 Contact List 

Designation Name Contact information 

 

Sponsor 

 

Rowtasha 

 

35/104, King William Street 

Bayswater – 6053 

Western Australia 

Sponsor’s Authorized 

Representative 

Mr. Neville Wittenbaker 

 

 

35/104, King William Street 

Bayswater – 6053 

Western Australia 

Tel: + 618 – 93710091 

neville_trevor@bigpond.com 

 

Contract Research 

Organization (CRO) 

Manipal AcuNova Ltd. 

 

 

Mobius Towers, SJR - I park,  

EPIP Zone, Whitefield, Bangalore - 560066 

Tel: +91-80-6691 5700;  Fax: +91-80-6691 5719 

www.ecronacunova.com 

 

MAL- Protocol Author 
Dr. Lakshmi Shenoy 

 

 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

lakshmi.shenoy@ecronacunova.com 

 

MAL - Clinical Study Project 

Manager 

Karthik  C 

 

 

Manipal AcuNova Ltd.,Mobius Towers,  

SJR - I park,EPIP Zone, Whitefield, Bangalore – 560066 

Tel: +91(0)80 6691 5700;  Fax: +91(0)80 6691 5719 

karthik.c@ecronacunova.com 

mailto:neville_trevor@bigpond.com
http://www.ecronacunova.com/
mailto:lakshmi.shenoy@ecronacunova.com
mailto:karthik.c@ecronacunova.com


  Project No: MA-CT-10-002                                 Contact List 

Designation Name Contact information 

 

MAL-Biostatistician 

 

Ms. Kanimozhi. A 

 

 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

kanimozhi.a@ecronacunova.com 

 

MAL-Data Management 
Ms. Parama Sil 

 

 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore -560066 

Tel: +91 (0) 80 6691 5776;  Fax: +91 (0) 80 6691 5719 

parama.sil@ecronacunova.com 

 

MAL- Clinical Research 

Associate 

Uttam Kr Barick 

 

 

Manipal Acunova Limited 

Mobius Towers, SJR i-Park,  

EPIP, Whitefield, Bangalore – 560 066, India 

Office: 91 80 66915700      Direct: 91 80 6691 5779 

Fax: 91 80 6691                   Mobile: 91 9741011822 

Email: uttam.kumar@ecronacunova.com 

 

MAL-  Clinical Pharmacist 

Naveen Kumar M. S. 

 

Manipal AcuNova Ltd., 

Mobius Towers, SJR - I park, 

EPIP Zone, Whitefield, Bangalore- 560066 

Tel: +91(0)80 6691 5700,  

Fax: +91(0)80 6691 5719 

Mob: +91 (0) 9663302083 

 

mailto:kanimozhi.a@ecronacunova.com
mailto:parama.sil@ecronacunova.com
mailto:uttam.kumar@ecronacunova.com


 

 

 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.5 

 

Signature of Principal or Coordinating 

Investigator(s) or Sponsor’s Responsible 

Medical Officer, Depending on the 

Regulatory Authority’s Requirement 
 





 

 

 

 

 

 

 

 

 

APPENDIX 16.1.6 

 

Listing of Subjects Receiving 

Test/Reference Product(s) from Specific 

Batches, When More than One Batch was 

Used 
 

- Not Applicable 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.7 

 

Randomization Scheme and Codes 

(Subject Identification and Treatment 

Assigned) 
 











 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.8 

 

Quality Assurance Statement 
 





 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

APPENDIX 16.1.9 

 

Documentation of Statistical Methods 
 



Statistical Analysis Plan  

Version 1.0, Date: Nov 26, 2010 

Protocol Number: MA-CT-10-002  

Page 1 of 42 

 

 Confidential 1 

 

STATISTICAL ANALYSIS PLAN 

 

Protocol MA-CT-10-002 

 

Randomized, Double-blind, Parallel group, Placebo controlled Study to Evaluate the Safety and 

Efficacy of Arthronat in Subjects with Painful Osteoarthritis of Hips, Knees, Shoulders, Neck or 

Wrists. 

 

Test product 

Arthronat 

 

Comparator product 

Placebo 

 

 

 

 

Version: 1.0 

Date: 26 November, 2010 

 

SPONSOR 

 

Rowtasha 

35/104, King William Street 

Bayswater – 6053 

Western Australia 

 

                                                      





Statistical Analysis Plan  

Version 1.0, Date: Nov 26, 2010 

Protocol Number: MA-CT-10-002  

Page 3 of 42 

 

 Confidential 3 

 

TABLE OF CONTENTS 

PAGE 

1. SUMMARY............................................................................................................... 4 

2. LIST OF ABBREVIATIONS ....................................................................................... 5 

3. INTRODUCTION ...................................................................................................... 7 

4. STUDY DESCRIPTION AND OBJECTIVES ............................................................... 7 
4.1 Primary Objective ........................................................................................... 7 
4.2 Secondary Objective ........................................................................................ 7 

5. DATA EVALUATION ............................................................................................... 8 
5.1 Study Endpoints (Safety and Efficacy) ............................................................... 8 

5.1.1 Safety Endpoints .............................................................................. 8 
5.1.2 Primary Efficacy Endpoint ................................................................ 8 
5.1.3 Secondary Efficacy Endpoints ........................................................... 8 

6. RANDOMIZATION METHOD ................................................................................... 9 

7. SAMPLE SIZE CALCULATION ................................................................................. 9 
7.1 Analysis Population ......................................................................................... 9 

8. DATA HANDLING ................................................................................................. 10 
8.1 Missing Data ................................................................................................ 10 

9. DATA DERIVATIONS AND TRANSFORMATIONS ................................................ 10 
9.1 Baseline ....................................................................................................... 10 

10. CODING ................................................................................................................. 11 

11. STATISTICAL ANALYSIS ...................................................................................... 12 
11.1 Introduction .................................................................................................. 12 
11.2 Demography ................................................................................................. 12 
11.3 Efficacy ....................................................................................................... 13 
11.4 Safety .......................................................................................................... 16 
11.5 Change from protocol .................................................................................... 17 
11.6 Individual data listings ................................................................................... 17 

12. ANNEX 1: TEMPLATE OF TABLES ........................................................................ 19 

13. ANNEX 2: STUDY VISIT PLAN .............................................................................. 41 

14. ANNEX 3: PROTOCOL DEVIATIONS ..................................................................... 42 



Statistical Analysis Plan  

Version 1.0, Date: Nov 26, 2010 

Protocol Number: MA-CT-10-002  

Page 4 of 42 

 

 Confidential 4 

1.  SUMMARY 

This Statistical Analysis plan (SAP) describes further details of the planned statistical analysis, 

as initially described in the study protocol MA-CT-10-002 Version 1.0, dated May 10, 2010. 

This is a randomized, double blind, parallel group, placebo controlled study to evaluate the 

safety and efficacy of Arthronat in subjects with painful osteoarthritis of hips, knees, shoulders, 

neck or wrists.  

A total of 80 subjects are randomized into two groups (40 per group) in which group 1 will 

receive Arthronat and group 2 will receive Placebo. 
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2. LIST OF ABBREVIATIONS 

 

ACR criteria  American College of Rheumatology criteria  

AE(s)  Adverse Event(s)  

ALT  Alanine Transaminase  

ANOVA  Analysis of Variance  

AST  Aspartate Transaminase  

BID  Bis in die (twice daily)  

BMI  Body Mass Index  

BP  Blood Pressure  

CI  Confidence Interval  

CS  Clinically Significant  

e.g.  for example  

EDTA  Ethylene Diamine Tetra Acetic acid  

GI  Gastro-Intestinal  

Hep B  Hepatitis B virus  

Hep C  Hepatitis C virus  

HIV  Human Immuno-deficiency Virus  

i.e.  that is  

IP  Investigational Product  

IUD  Intra Uterine Device  

Kgs  Kilograms  

mg  Milligram  

MAL  Manipal AcuNova Ltd.  

MedDRA  Medical Dictionary of Regulatory Activities  

MITT  Modified Intention To Treat population  

NCS  Non Clinically Significant  

N/A  Not Applicable  

NSAID  Non Steroidal Anti – Inflammatory Drug  

N/D  Not Done  

OA  Osteoarthritis  

OMERACT – 

OARSI  

Outcome Measures in Rheumatoid Arthritis Clinical Trials – Osteoarthritis 

Research Society International  

PA  Postero-Anterior  

PP  Per-Protocol  

SAE(s)  Serious Adverse Event(s)  

SAP  Statistical Analysis Plan  
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SAS  Statistical Analysis Software  

SBP  Systolic Blood Pressure  

SF – 36 QOL  Short Form – 36 Quality of Life questionnaire  

UPT  Urine Pregnancy Test  

VAS  Visual Analogue Scale  

WHO - DDE  World Health Organization Drug Dictionary Enhanced  

WOMAC  Western Ontario and McMaster Universities Osteoarthritis Index Scale  

%  Percentage  
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3. INTRODUCTION 

This Statistical Analysis Plan (SAP) is intended to be a comprehensive and detailed description 

of the strategy, rationale and statistical techniques that will be used to address the objectives of 

this study as per protocol MA-CT-10-002 Version 1.0, Dated: May 10, 2010.  

The study objectives are stated in Section 4. Details of the efficacy and safety evaluation, 

including endpoints, study participant population and approaches to analyses are discussed in 

Sections 2-7. A lay-out of the tables as they will be produced in the study report is available in 

this statistical plan.   

4. STUDY DESCRIPTION AND OBJECTIVES 

This is a randomized, double blind, parallel group, placebo controlled study to evaluate the 

safety and efficacy of Arthronat in subjects with painful osteoarthritis of hips, knees, shoulders, 

neck or wrists. The details of the study design, procedures and assessments can be found in 

Section 3 of the protocol.  

 

Study period:  

 Screening (Visit 1)  

 Baseline/Day 0 (Visit 2) 

 Week 1 (Visit 3) 

 Week 2 (Visit 4) 

 Week 3 (Visit 5) 

 Week 4 (Visit 6 – End of the study visit) 

 

4.1 Primary Objective 

The primary objective of the study is to evaluate the efficacy of Arthronat for the reduction in 

pain and improvement of mobility in subjects with painful osteoarthritis of the hip, knee, 

shoulders, neck or the wrists.  

 

4.2 Secondary Objective 

The secondary objectives of the study are  

 

 To evaluate the efficacy of Arthronat for the relief of pain in treatment naive subjects as 

compared to subjects with history of NSAID usage for osteoarthritis of the hip, knee, 

shoulders, neck or wrists.  

 

 To evaluate the safety of Arthronat in treatment of painful osteoarthritis of the hip, knee,     

      shoulders, neck or wrists.  
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5. DATA EVALUATION 

5.1 Study Endpoints (Safety and Efficacy) 

5.1.1 Safety Endpoints 

 The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects with  

          AE(s).  

 Physical examination  

 Assessment of vital signs  

 Safety laboratory tests (Complete blood count, liver function tests, urea, creatinine and  

           electrolytes)  

 

5.1.2 Primary Efficacy Endpoint 

 Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of  

Week 1 as compared to Baseline (Day 0 / Visit 2)  

 Improvement (change) in mobility at the end of Week 1 as compared to Baseline (day 0 

/ Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 

function.  

5.1.3 Secondary Efficacy Endpoints 

 Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as compared 

to Baseline (Day 0 / Visit 2)  

 Percentage of responders (defined as atleast 70 % pain relief as compared to Baseline) 

evaluated at the end of Week 1, 2, 3 and 4 using the VAS  

 Assessment of percentage responders at Week 1 stratified by prior history of NSAID 

use.  

 Assessment of percentage responders at Week 2 stratified by prior history of NSAID 

use.  

 Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 

Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 

and Physical function.  

 Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 

knee osteoarthritis  

 Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire  

 Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis  

 OMERACT-OARSI responder index at Week 1, 2, 3 and 4.  

 Number of subjects who use rescue medication in the treatment arm as compared to the 

placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline  

 Number of days of use of rescue medication in the treatment arm as compared to the 

placebo arm  
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 Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment arm 

as compared to the placebo arm.  

 Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment arm 

as compared to the placebo arm.  

 

6. RANDOMIZATION METHOD 

On the Baseline visit (Visit 2), subjects will be randomized to either treatment arm or placebo 

arm once the subject fulfils all the inclusion and exclusion criteria and the final eligibility. The 

randomization schedule will be generated by MAL statistical team. 

 
 

7. SAMPLE SIZE CALCULATION 

As per the suggestion of sponsor, a sample size of 80 subjects (40 subjects in each treatment 

arm) will be enrolled for the study.  

7.1 Analysis Population 

Three populations will be considered for the analyses: the modified intention-to-treat (MITT), 

the per-protocol (PP) population and safety population. All efficacy endpoints will be analyzed 

for the MITT and PP population of which the MITT population analysis will be the primary and 

PP will be the secondary analyses sets and all safety endpoints will be analyzed for the safety 

population.  

Modified intention-to-treat (MITT) population: 

For efficacy evaluation, all subjects randomized and have at least one post treatment 

measurement will be included in the Modified Intention To Treat (MITT) population.  

 

Per-Protocol (PP) population: 

Subjects who complete both the baseline visit and end of treatment visit and who have no major 

protocol violations will be included in the Per-Protocol (PP) population.  

 

Safety population: 

For safety evaluation, all subjects randomized and received at least one dose of study 

medication will be included in the safety population. 
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8. DATA HANDLING 

8.1 Missing Data 

Efficacy 

For subjects with incomplete data (for dropping out or for any other reason), missing values will 

be imputed for inclusion in the MITT population and no imputation will be done for PP 

population.  

 

Safety 

No imputation will be done on missing safety data, unless otherwise stated below. 

Dates 

Dates of remote events (e.g. AEs or concomitant medication) may be partially incomplete, as 

the day and/or month may be unknown. AEs with incomplete start dates will be considered as 

treatment emergent, only if they are definitely known to have started after randomization. For 

treatment emergent AEs with incomplete start dates (unknown date and known month), the start 

date will be taken as the first of the corresponding month or date of randomization, whichever is 

later. Incomplete dates for concomitant medications will not be imputed. 

9. DATA DERIVATIONS AND TRANSFORMATIONS 

9.1 Baseline 

Visit 2 will be considered as baseline visit for all the subjects. 

 Age at baseline will be calculated as the (Date of  Baseline Visit) – (Date of Birth) +1 

 

Table of derivations for various parameters 

Derived parameters Derivations 

Change in the pain scores as 

evaluated by VAS 

Pain score as evaluated by VAS at Week 1(2,3,4) 

– Pain score as evaluated by VAS at baseline 

Change(improvement) in mobility in 

the total score as evaluated by 

WOMAC total index scale 

Total score as evaluated by WOMAC total index 

scale at Week 1(2,3,4) – Total score as evaluated 

by WOMAC total index scale at baseline 

Change(improvement) in mobility in 

the sub-scale score for stiffness as 

evaluated by WOMAC total index 

Sub-scale score for stiffness as evaluated by 

WOMAC total index scale at Week 1(2,3,4) – 

Sub-scale score for stiffness as evaluated by 
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scale WOMAC total index scale at baseline 

Change(improvement) in mobility in 

the sub-scale score for physical 

function as evaluated by WOMAC 

total index scale 

Sub-scale score for physical function as 

evaluated by WOMAC total index scale at Week 

1(2,3,4) – Sub-scale score for physical function 

as evaluated by WOMAC total index scale at 

baseline 

Change in SF-36 quality of life 

questionnaire 

Total score evaluated by SF-36 quality of life 

questionnaire at Week 1(2,3,4) – Total score 

evaluated by SF-36 quality of life questionnaire 

at baseline 

Change in subject global assessment 

of Osteoarthritis 

Score evaluated by subject global assessment of 

Osteoarthritis at Week 1(2,3,4) –Score evaluated 

by subject global assessment of Osteoarthritis at 

baseline 

 

 

Safety Endpoints 

 For adverse events, subjects who did not report the event will be considered as subjects 

without the event. 

 If a subject experiences an AE more than once, the event with the most severe occurrence 

will be considered. 

 If a subject experiences an AE more than once, the event that is most related to study dose 

will be considered.  

 Subjects will be included only once in the total for a system organ class and preferred term 

where they experienced one or more events. 

 Subjects, who did not report any use of concomitant medications, will be considered as 

subjects who did not use any concomitant medications. 

 

10. CODING 

Coding of text fields will be performed on adverse events, by the Medical Dictionary for 

Regulatory Activities (MedDRA). Medications will be coded by the WHO Drug Dictionary 

(WHO-DDE). 
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11. STATISTICAL ANALYSIS 

11.1 Introduction 

Described below is the statistical analysis as planned in the study protocol. 

Modified intention-to-treat (MITT) and per protocol (PP) efficacy analyses will be performed 

for all efficacy endpoints, of which the MITT population analysis will be the primary and PP 

will be the secondary analyses sets. The safety analysis will be performed for the safety 

population. 

11.2 Demography  

The following demographic and baseline characteristics will be summarised by treatment group 

as follows: age, weight, gender, race, reproductive status and vital signs. 

 

 For continuous measurements such as age, the mean, median, standard deviation and 

range will be tabulated. 
 

 For categorical data such as gender, the frequencies will be computed. 

The following tables will be generated.  

TABLE # 

in  Annex 1 

Table Title 

 

Final Analysis 

Table 1 Summary of subjects disposition  SR 

Table 2 Number of subjects included and excluded from  Safety, 

MITT and PP analyses with reasons for exclusion 

SR 

Table 3 Number of subjects enrolled by study centre (Modified 

Intention-to-treat Population) 

SR 

Table 4  Number of subjects at each visit (Modified Intention-to-treat 

Population) 

SR 

Table 5a Summary of subject demographic characteristics at baseline: 

continuous variables (Modified Intention-to-treat Population) 

SR 

Table 5b Summary of subject demographic characteristics at baseline: 

categorical variables (Modified Intention-to-treat Population) 

SR 

Table 6 Summary of medical history classified by MedDRA preferred 

term (Modified Intention-to-treat Population) 

SR 

Table 7 Summary of treatment compliance (Modified Intention-to-treat 

Population) 

 

 

 

SR = Within the statistical report 

AP = In the Appendix 
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11.3 Efficacy 

The efficacy analysis will be performed and summarized for- 

 

 Change in the pain scores as evaluated by Visual Analogue Scale (VAS) at end of 1 

week as compared to Baseline (Day 0 / Visit 2) 

 Improvement (change) in mobility at the end of Week 1 as compared to Baseline (day 0 

/ Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness and Physical 

function 

 Change in the pain scores as evaluated by VAS at end of 2, 3 and 4 weeks as compared 

to Baseline (Day 0 / Visit 2) 

 Percentage of responders (defined as atleast 70 % pain relief as compared to Baseline) 

evaluated at the end of Week 1, 2, 3 and 4 using the VAS 

 Assessment of percentage responders at Week 1 stratified by prior history of NSAID use 

 Assessment of percentage responders at Week 2 stratified by prior history of NSAID use 

 Improvement (change) in mobility at the end of Week 2, 3 and 4 as compared to 

Baseline (day 0 / Visit 2) evaluated by change in the WOMAC sub-scales of Stiffness 

and Physical function 

 Change from baseline to Week 1, 2, 3 and 4 in total WOMAC Index scale for hip and 

knee osteoarthritis 

 Change from baseline to Week 1, 2, 3,and 4 in SF-36 quality of life questionnaire 

 Change from baseline to Week 1, 2, 3 and 4 in Subject Global assessment of 

Osteoarthritis 

 OMERACT-OARSI responder index at Week 1, 2, 3 and 4 

 Number of subjects who use rescue medication in the treatment arm as compared to the 

placebo arm at end of week 1, 2 , 3 and 4 as compared to baseline 

 Number of days of use of rescue medication in the treatment arm as compared to the 

placebo arm 

 Amount (in mg) of first line rescue medication (Paracetamol) used in the treatment arm 

as compared to the placebo arm 

 Amount (in mg) of second line rescue medication (Ibuprofen) used in the treatment arm 

as compared to the placebo arm 

 

For the primary efficacy endpoints, change in the pain scores as evaluated by Visual Analogue 

Scale (VAS) and improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and 

Physical function at end of 1 week as compared to Baseline (Day 0 / Visit 2) would be 

calculated. For these efficacy endpoints, treatment effect will be evaluated using an analysis of 

variance (ANOVA) model with factors for baseline and treatment. Treatment effects will be 

estimated using the least-square means and 95% CIs from the ANOVA model. The assumption 

of normality and homogeneity of variances will be tested using the Shapiro-Wilks test and the 

Levenes test, respectively. If the assumptions are violated, Kruskal-Wallis test (non-parametric) 

will be used to corroborate the results of the parametric analyses.  
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 If the two sided p-value of all primary efficacy endpoints (VAS scale and WOMAC subscale at 

the end of week 1 as compared to Baseline) are less than 5%, then the hypothesis of superiority 

over placebo will be demonstrated. 

 

The following tables will be generated.  

TABLE # in  

Annex 1 

Table Title 

 

Final 

Analysis 

Table 7a Summary of pain scores as evaluated by Visual Analogue 

Scale (VAS) (Modified intention-to-treat Population) 

SR
 

Table 7b Summary of pain scores as evaluated by Visual Analogue 

Scale (VAS) (Per-protocol Population) 

AP 

Table 8a (b, c, 

d) 

Analysis of absolute change from baseline in pain scores 

as evaluated by Visual Analogue Scale (VAS) at end of 

week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

 (Modified intention-to-treat Population) 

SR 

Table 9a (b, c, 

d) 

Analysis of absolute change from baseline in pain scores 

as evaluated by Visual Analogue Scale (VAS) at end of 

week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

(Per-protocol Population) 

AP 

Table 10a Summary of improvement in mobility as evaluated by 

WOMAC sub-scales of Stiffness and Physical function 

(Modified intention-to-treat Population) 

SR 

Table 10b Summary of improvement in mobility as evaluated by 

WOMAC sub-scales of Stiffness and Physical function 

(Per-protocol Population) 

AP 

Table 11a (b, 

c, d) 

Analysis of absolute change from baseline in 

improvement in mobility as evaluated by WOMAC 

subscales of Stiffness and Physical function at end of 

week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

(Modified intention-to-treat Population) 

SR 

Table 12a (b, 

c, d) 

Analysis of absolute change from baseline in 

improvement in mobility as evaluated by WOMAC 

subscales of Stiffness and Physical function at end of 

week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

(Per-protocol Population) 

AP 

Table 13a Summary of WOMAC total score (Modified intention-to-

treat Population) 

SR 

Table 13b Summary of WOMAC total score (Per-protocol 

Population) 

AP 

Table 14a (b, 

c, d) 

Analysis of WOMAC total score at end of week 1(2, 3, 4) 

as compared to Baseline (Day 0 / Visit 2) (Modified 

intention-to-treat Population) 

SR 

Table 15a (b, 

c, d) 

Analysis of WOMAC total score at end of week 1(2, 3, 4) 

as compared to Baseline (Day 0 / Visit 2) (Per-protocol 

Population) 

AP 
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Table 16a(b, c, 

d) 

Percentage of responders (defined as atleast 70 % pain 

relief as compared to Baseline) evaluated at the end of 

Week 1, 2, 3 and 4 using the VAS (Modified intention-to-

treat Population) 

SR
 
 

Table 17a(b, c, 

d) 

Percentage of responders (defined as atleast 70 % pain 

relief as compared to Baseline) evaluated at the end of 

Week 1, 2, 3 and 4 using the VAS (Per-protocol 

Population) 

AP 

Table 18a (b) Assessment of percentage responders at Week 1(2) 

stratified by prior history of NSAID use. (Modified 

intention-to-treat Population) 

SR
 
 

Table 19a (b) Assessment of percentage responders at Week 1(2) 

stratified by prior history of NSAID use. (Per-protocol 

Population) 

AP 

Table 20a (b, 

c, d) 

Analysis of absolute change from baseline  to  the end of 

week 1 (2, 3, 4) in SF-36 score (Modified intention-to-

treat Population) 

SR 

Table 21a (b, 

c, d) 

Analysis of absolute change from baseline to the end of 

week 1 (2, 3, 4) in SF-36 score (Per-protocol Population) 

AP 

Table 22a (b, 

c, d)  

Analysis of absolute change from baseline to the end of 

week 1 (2, 3, 4) in Subject Global assessment of 

Osteoarthritis (Modified intention-to-treat Population) 

SR
 
 

Table 23a (b, 

c, d) 

Analysis of absolute change from baseline to the end of 

week 1 (2, 3, 4) in Subject Global assessment of 

Osteoarthritis (Per-protocol Population) 

AP 

Table 24a (b, 

c, d)  

Analysis of OMERACT-OARSI at week 1(2, 3, 4) 

(Modified intention-to-treat Population) 

SR 

Table 25a (b, 

c, d) 

Analysis of OMERACT-OARSI at week 1(2, 3, 4) (Per-

protocol Population) 

AP 

Table 26a (b, 

c, d) 

Analysis of number of subjects who used rescue 

medication at week 1(2, 3, 4) (Modified intention-to-treat 

Population) 

SR
  

Table 26e  Analysis of number of days of rescue medication use 

(Modified intention-to-treat Population) 

SR
  

Table 27a (b, 

c, d) 

Analysis of number of subjects who used rescue 

medication at week 1(2, 3, 4) (Per-protocol Population) 

AP 

Table 27e  Analysis of number of days of rescue medication use 

(Per-protocol Population) 

AP 

Table 28a (b)  Analysis of Amount (in mg) of first line rescue 

medication (Paracetamol) used during the study 

(Modified intention-to-treat Population) (Per-protocol 

Population) 

SR (AP) 

Table 29a (b) Analysis of Amount (in mg) of second line rescue 

medication (Ibuprofen) used during the study (Modified 

intention-to-treat Population) (Per-protocol Population) 

SR (AP) 
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SR = Within the statistical report 

AP = In the Appendix 

 

11.4 Safety 

The safety analysis will be performed and summarized for- 

 The type of AE(s), number of AE(s), frequency of AE(s) and proportion of subjects with 

AE(s).  

 Physical examination  

 Assessment of vital signs  

 Safety laboratory tests (Complete blood count, liver function tests, urea, creatinine and 

electrolytes)  

 

Adverse events that occurred subsequent to the first dose of study drug will be summarized. The 

number and the proportion of subjects who experienced AEs will be computed by treatment 

group, classified by MedDRA Primary System Organ Class and Preferred Terms. AEs will also 

be summarized by each severity grade (mild, moderate, severe) and by each relationship grade 

(unrelated, unlikely, possibly, probably, definite) in a similar way. Vitals signs, physical 

examination, will be summarized descriptively by treatment.  

 

The following tables will be generated.  

TABLE # in  

Annex 1 

Table Title 

 

Final  

Analysis 

Table 46a Number and Percentage of subjects with adverse events classified by 

MedDRA Primary System Organ Class and Preferred Term during 

the study (Safety Population) 

SR 

Table 46b Number and Percentage of subjects with treatment emergent adverse 

events classified by MedDRA Primary System Organ Class and 

Preferred Term during the study (Safety Population) 

SR 

Table 47a Number (and percentage) of subjects with mild, moderate, severe 

adverse events classified by MedDRA Primary System Organ Class 

and Preferred Term during the study period (Safety Population) 

SR 

Table 47b Number (and percentage) of subjects with mild, moderate, severe 

adverse events classified by MedDRA Primary System Organ Class 

and Preferred Term during the study period  (Safety Population) 

SR 

Table 48 Number (and percentage) of subjects with adverse events classified 

by MedDRA Primary System Organ Class and Preferred Term 

during the study period, assessed as unrelated, unlikely , possibly, 

probably, definitely related to treatment (Safety Population) 

SR 

Table 49 Listing of Serious Adverse Events by subject (Safety Population)  SR 

Table 50 Summary of physical examination by visits (Safety Population) SR 

Table 51 Summary of vital signs by visit (Safety Population)  SR 

Table 52 Summary of Hematology by visits: Continuous variable (Safety SR 
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Population)  

Table 53 Summary of Hematology by visits: Categorical variable  (Safety 

Population)  

SR 

Table 54 Summary of Serum Chemistry by visits: Continuous variable 

(Safety Population)  

SR 

Table 55 Summary of Serum Chemistry by visits: Categorical variable 

(Safety Population)  

SR 

Table 56 Summary of Urine analysis by visits: Continuous variable (Safety 

Population)  

SR 

Table 57 Summary of Urine analysis by visits: Categorical variable (Safety 

Population)  

SR 

Table 58a Percentage of subjects who used concomitant medication during the 

study (Modified intention-to-treat Population) 

SR 

Table 58b Percentage of subjects who used concomitant medication during the 

study (Per-protocol Population)  

SR 

 

SR=Within the Statistical report 

AP = In the Appendix 

 

11.5 Change from protocol 

There are no changes from the protocol in the conduct of the study or planned analyses. 

11.6 Individual data listings  

The following individual data listings will be provided: 

 Discontinued subjects 

 Subjects excluded from efficacy analysis 

 Informed Consent 

 Demography 

 Vital Signs 

 Physical Examination 

 Alcohol History 

 Smoking History 

 Osteoarthritis History 

 Medical and Surgical History 
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 Reproductive Status 

 Urine Pregnancy Test 

 Hematology 

 Serum Biochemistry 

 Urine analysis 

 Orthopaedic Examination of the Index Joint 

 X-Ray of the Index Joint 

 Visual Analogue Scale for Pain 

 Review of ACR Criteria for OA of Hip and Knee 

 ACR Classification Criteria of Functional Status in Rheumatoid Arthritis 

 SF-36 Quality of Life Questionnaire 

 WOMAC Index Questionnaire for Hip and Knee OA 

 Subject Global Assessment for OA 

 Rescue Medications Dispensing and Retrieval 

 Dispensing of Subject Diary 

 Review and Retrieval of Subject Diary 

 Run-in Period Medications Dispensing 

 Inclusion Criteria  

 Exclusion Criteria 

 Prior Concomitant Medication 

 Concomitant Medication 

 Randomization 

 Review of Run-in Period Medications Compliance 

 Treatment Compliance 

 Screening Failure Form 

 OMERACT – OARSI Responder Index 

 Adverse Events 

 Serious Adverse Events 

 Investigator’s Comments 

 Early Withdrawal/End of Study Form 

 Investigator’s Statement 
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12. ANNEX 1: TEMPLATE OF TABLES 

Demography Analysis  

 
TABLE 1:  Summary of subject disposition 

 

  

Treatment A 

n(%) 

Treatment B 

n(%) 

ALL 

n(%) 

Number of subjects enrolled       

Number of subjects completed       

Number of subjects withdrawn       

Reasons for withdrawal: 

The subject fails to comply with the 

requirements of the protocol 

Subject experiences AE/SAE/Laboratory 

abnormality, when withdrawal would be 

in the interest 

Subject suffers from significant 

intercurrent illness or undergoes any 

medical or surgical 

Subject voluntarily withdrew from the 

study. 

Withdrawn by investigator 

       

Lost to follow-up 

Other 

       

Enrolled    = Number of subjects who were enrolled in the study 

Completed   = Number of subjects who completed the visit 6 

Withdrawn = Number of patients who did not come for the study  

Treatment A: Arthronat  

Treatment B: Placebo 

Source Listing: End of study form, Randomization  

               

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

TABLE 2: Number of subjects included and excluded from Safety, MITT and PP analyses with reasons for exclusion  

 

 Number (%) 
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Subject Status Treatment A(N=) 
Treatment B(N=) ALL (N= ) 

Number of subjects randomized  

 

Included in the Modified intention-to-treat 

analysis 

 

Excluded from the Modified intention-to-treat 

analysis 

No data at the baseline visit 

No post-treatment efficacy measurement 

Subjects withdrew consent 

 

Included in the per-protocol analysis 

  

Excluded from the per-protocol analysis †  

 

Included in the safety analysis 

 

Excluded from the safety analysis 

 

Subject did not receive the treatment as per 

randomization 

xx (xx.x) Xx          (xx.x) xx        (xx.x) 

Treatment A: Arthronat 

Treatment B: Placebo (Placebo) 

†Same subject could be excluded due to more than one reason 

Source Listing: Randomization, End of study 

 

 

         

TABLE 3: Number of subjects enrolled by study centre 

(Modified Intention-to-treat Population) 

 

Centre Number Treatment A (N=) Treatment B (N=) ALL (N=) 

1 n n n 

2    

3    

4    

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Randomization 

 

TABLE 4: Number of subjects at each visit  

(Modified Intention-to-treat Population) 

 

Visit 
Treatment A 

n (%) 

Treatment B 

n(%) 

ALL 

n(%) 

Visit 1 (Screening)    

Visit 2 (Randomization)    

Visit 3 (Week 1)    
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Visit 4 (Week 2)    

Visit 5 (Week 3) 

Visit 6 (Week 4/End of study visit) 

 

   

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Date of visit 

 

 

TABLE 5a: Summary of subject demographic characteristics at baseline: continuous variables  

(Modified Intention-to-treat Population)  

 

Treatment Treatment A (N=) Treatment B (N=) All (N=) 

Age (Years)    

N 

Mean 

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Height (in cm)    

N 

Mean 

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Weight (in kg)    

N 

Mean 

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

BMI    

N 

Mean 

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Demography 

 

TABLE 5b: Summary of subject demographic characteristics at baseline: categorical variables  

(Modified Intention-to-treat Population) 

 

  Treatment A(N=) 
Treatment B(N=) All (N= ) 

Variable Categories  n % n % n % 

Gender Female xx xx.xx xx xx.xx xx xx.xx 

 Male       

Race Asian 

 

 

      

 African       
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 Caucasian       

 others       

If  Female 

 

 

If  Yes 

 

 

 

 

If  No 

 

 

Child bearing  potential 

                              Yes 

                               No  

  Surgically sterile  

  Oral contraceptive pills  

  Injectable / Implantable  

  hormonal  

Intra Uterine Devices  

Double barrier method  

Natural Method,  

Others  

 
 

     Post-menopausal 

  Hysterectomy and/or  

  B/L Oopherectomy  

 

 

      

N = total number of subjects 

n = number of subjects in a given category 

% = ( n / Number of subjects with available results) x 100  

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Demography 

 

TABLE 6: Summary of Medical history classified by MedDRA preferred term 

(Modified Intention-to-treat Population) 

 

System Organ 

Class 
MedDRA Preferred Term 

Treatment A(N=) Treatment B(N=) 
All (N=) 

n % n % n % 

 

     

  

N    = Total number of subjects in the specified group 

n/% = Number / percentage of subjects reporting the specified medical history preferred term 

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Medical History 
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TABLE 7: Summary of treatment compliance 

(Modified Intention-to-treat Population) 

 

 
Summary of Treatment Compliance 

Treatment A Treatment B 

N   

Mean   

SD   

Minimum   

Maximum   

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Treatment Compliance 

 

 

Efficacy Analysis  
 

TABLE 7a (b): Summary of pain scores as evaluated by Visual Analogue Scale (VAS) 

(Modified intention-to-treat Population) (Per-protocol Population) 

 

Visit Categories Treatment 

A(N=) 

Treatment 

B(N=)  

<Visits> N 

Mean 

SD 

Median 

Min 

Max 

xx 

xx.xx 

xx.xx 

xx.xx 

xx.xx 

xx.xx 

 

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: Visual Analogue Scale for Pain 

 

 

TABLE 8a (b, c, d): Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at 

end of week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

 (Modified intention-to-treat Population) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

TABLE 9a (b, c, d): Analysis of absolute change from baseline in pain scores as evaluated by Visual Analogue Scale (VAS) at 

end of week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

 (Per-protocol Population) 

Visit Treatment A Treatment B Absolute change from baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

          

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:   Visual Analogue Scale for Pain 
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TABLE 10a (b): Summary of improvement in mobility as evaluated by WOMAC sub-scales of Stiffness and Physical function 

(Modified intention-to-treat Population) (Per-protocol Population) 

 

Visit Subscale Categories Treatment 

A(N=) 

Treatment 

B(N=)  

<Visits> Stiffness N 

Mean 

SD 

Median 

Min 

Max 

xx 

xx.xx 

xx.xx 

xx.xx 

xx.xx 

xx.xx 

 

 Physical 

function 

N 

Mean 

SD 

Median 

Min 

Max 

  

 Total N 

Mean 

SD 

Median 

Min 

Max 

  

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

TABLE 11a (b, c, d): Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

 (Modified intention-to-treat Population) 

 

Visit Treatment A Treatment B Absolute change from baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

          

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:  Visual Analogue Scale for Pain 

Visit Subscale Treatment A Treatment B Absolute change from 

baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

Stiffness           
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TABLE 12a (b, c, d): Analysis of absolute change from baseline in improvement in mobility as evaluated by WOMAC 

subscales of stiffness and physical function at end of week 1(2, 3, 4) as compared to Baseline (Day 0 / Visit 2) 

 (Per-Protocol Population) 

 

 

TABLE 13a (b): Summary of WOMAC total score 

(Modified intention-to-treat Population) (Per-protocol Population) 

 

Visit Subscale Categories Treatment 

A(N=) 

Treatment 

B(N=)  

<Visits> Total N 

Mean 

SD 

Median 

Min 

Max 

  

Treatment A: Arthronat 

Treatment B: Placebo  

Source Listing: WOMAC Index Questionnaire for Hip and Knee OA 

 

Baseline 

Week 1 

(2, 3, 4) 

Physical 

function 

          

Baseline 

Week 1 

(2, 3, 4) 

Total           

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:   WOMAC Index Questionnaire for Hip and Knee OA 

Visit Subscale Treatment A Treatment B Absolute change from 

baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

Stiffness           

Baseline 

Week 1 

(2, 3, 4) 

Physical 

function 

          

Baseline 

Week 1 

(2, 3, 4) 

Total           

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:  WOMAC Index Questionnaire for Hip and Knee OA 
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TABLE 14a (b, c, d): Analysis of absolute change from baseline in WOMAC total score at end of week 1(2, 3, 4) as compared 

to Baseline (Day 0 / Visit 2) 

 (Modified intention-to-treat Population) 

 

 

 

TABLE 15a (b, c, d): Analysis of absolute change from baseline in WOMAC total score at end of week 1(2, 3, 4) as compared 

to Baseline (Day 0 / Visit 2) 

 (Per-Protocol Population) 

 

 

TABLE 16a(b, c, d): Percentage of responders (defined as atleast 70 % pain relief as compared to Baseline) to the end of Week 

1, 2, 3 and 4 using the VAS 

(Modified Intention-to-treat Population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Baseline xx xx.xx xx xx.xx 

Week 1(2, 3, 4)     

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Visual Analogue Scale for Pain 

 

Visit Subscale Treatment A Treatment B Absolute change from 

baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

Total           

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:   WOMAC Index Questionnaire for Hip and Knee OA 

Visit Subscale Treatment A Treatment B Absolute change from 

baseline 

N Mean SD N Mean SD Mean SD 95% 

CI* 

95% 

CI** 

Baseline 

Week 1 

(2, 3, 4) 

Total           

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA 

** : Using Kruskal-Wallis test 

N = Number of subjects with non-missing values 

Source Listing:  WOMAC Index Questionnaire for Hip and Knee OA 
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TABLE 17a(b, c, d): Percentage of responders (defined as atleast 70 % pain relief as compared to Baseline) to the end of Week 

1, 2, 3 and 4 using the VAS 

 (Per protocol population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Baseline xx xx.xx xx xx.xx 

Week 1(2, 3, 4)     

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Visual Analogue Scale for Pain 

 

TABLE 18a (b): Analysis of IGA prior history of NSAID use at week 1(2) 

(Modified Intention-to-treat Population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Prior history of 

NSAID use 

xx xx.xx xx xx.xx 

NSAID use at Week 

1(2) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Osteoarthritis History 

 

 

TABLE 19a (b): Analysis of IGA prior history of NSAID use at week 1(2) 

 (Per protocol population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Prior history of 

NSAID use 

xx xx.xx xx xx.xx 

NSAID use at Week 

1(2) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Osteoarthritis History 
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TABLE 20a (b, c, d): Analysis of absolute change from baseline to the end of week 1 (2, 3, 4) in (SF-36 score)  

(Modified Intention-to-treat cohort)  

 

 Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

VISIT  N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

Baseline                  

Week 1 

(2, 3, 4)  

                

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA ** : Using Kruskal Wallis test 

N = Number of subjects with non-missing values 

Source Listing: RAND-36 

 

TABLE 21a (b, c, d): Analysis of absolute change from baseline to the end of week 1 (2, 3, 4) in (SF-36 score)  

(Per-Protocol cohort)  

 

 Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

VISIT  N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

Baseline                  

Week 1 

(2, 3, 4)  

                

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA ** : Using Kruskal Wallis test 

N = Number of subjects with non-missing values 

Source Listing: SF-36 Quality of Life Questionnaire 

 

 

TABLE 22a (b, c, d): Analysis of absolute change from baseline to the end of week 1 (2, 3, 4) in Subject Global assessment of Osteoarthritis 

 (Modified Intention-to-treat cohort)  

 

 Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

VISIT  N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

Baseline                  

Week 

1(2,  3, 4)  

                

Treatment A: Arthronat 

Treatment B: Placebo  
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* : Using ANOVA ** : Using Kruskal Wallis test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 

 

TABLE 23a (b, c, d): Analysis of absolute change from baseline to the end of week 1 (2, 3, 4) in Subject Global assessment of Osteoarthritis 

 (Per-Protocol cohort)  

 

 Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

VISIT  N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

Baseline                  

Week 

1(2,  3, 4)  

                

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using ANOVA ** : Using Kruskal Wallis test 

N = Number of subjects with non-missing values 

Source Listing: Subject Global Assessment for OA 
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TABLE 24a (b, c, d): Analysis of OMERACT-OARSI at week 1(2, 3, 4) 

(Modified Intention-to-treat Population) 

 

 

 Treatment A Treatment B P-Value 

n % n %  

Responders at 

Baseline  

xx xx.xx xx xx.xx 

Responders at Week 

1 (2, 3, 4) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: OMERACT-OARSI Responder Index 

 

TABLE 25a (b, c, d): Analysis of OMERACT-OARSI at week 1(2, 3, 4) 

(Per protocol population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Responders at 

Baseline  

xx xx.xx xx xx.xx 

Responders at Week 

1 (2, 3, 4) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: OMERACT-OARSI Responder Index 

 

TABLE 26a (b, c, d): Analysis of number of subjects who used rescue medication at week 1(2, 3, 4) 

(Modified Intention-to-treat Population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Subjects used rescue 

medication at 

Baseline  

xx xx.xx xx xx.xx 

Subjects used rescue 

medication at Week 1 

(2, 3, 4) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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TABLE 26e: Analysis of number of days of rescue medication use 

(Modified Intention-to-treat Population) 

 

Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

                

                

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using t-test ** : Using Wilcoxon sum rank test 

N = Number of subjects with non-missing values 

Source Data: Subject Diary Card 

 

 

TABLE 27a (b, c, d): Analysis of number of subjects who used rescue medication at week 1(2, 3, 4) 

(Per-Protocol Population) 

 

 Treatment A Treatment B P-Value 

n % n %  

Subjects used rescue 

medication at 

Baseline  

xx xx.xx xx xx.xx 

Subjects used rescue 

medication at Week 1 

(2, 3, 4) 

    

Treatment A: Arthronat 

Treatment B: Placebo  

P-value = Chi-square test 

Source Listing: Rescue Medications Dispensing and Retrieval 
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TABLE 27e: Analysis of number of days of rescue medication use 

(Per-Protocol Population) 

 

Treatment A Treatment B  Absolute Change from Baseline in between group differences(Treatment 

A - Treatment B) 

N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  N  Mean  SD  95% CI*  p-Value*  p-Value**  

                

                

Treatment A: Arthronat 

Treatment B: Placebo  

* : Using t-test ** : Using Wilcoxon sum rank test 

N = Number of subjects with non-missing values 

Source Data: Subject Diary Card 

 

TABLE 28a (b): Analysis of Amount (in mg) of first line rescue medication (Paracetamol) used during the study 

(Modified Intention-to-treat cohort) (Per-Protocol cohort) 

 

 Treatment A Treatment B  (Treatment A - Treatment B) 

 N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  p-Value**  

Amount (in mg) of first line rescue medication (Paracetamol) 

used 

           

           

Treatment A: Arthronat 

Treatment B: Placebo  

** : Using t- test 

N = Number of subjects with non-missing values 

Source Listing: Rescue Medications Dispensing and Retrieval 

 

TABLE 29a (b): Analysis of Amount (in mg) of second line rescue medication (Ibuprofen) used during the study  

(Modified Intention-to-treat cohort) (Per-Protocol cohort) 

 

 Treatment A Treatment B  (Treatment A - Treatment B) 

 N  Mean  SD  Min  Max  N  Mean  SD  Min  Max  p-Value**  

Amount (in mg) of first line rescue medication (Ibuprofen) used            

           

Treatment A: Arthronat 

Treatment B: Placebo  

** : Using t- test 

N = Number of subjects with non-missing values 

Source Listing: Rescue Medications Dispensing and Retrieval 
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Safety Analysis  

 
TABLE 46a: Number and Percentage of subjects with adverse events classified by MedDRA Primary System Organ Class and 

Preferred Term during the study  

(Safety Population)  

 

System Organ Class Preferred Term 

 

Treatment A (N=) 

 

Treatment B (N=) 

 

All (N=) 

n % n % n % 

At least one symptom  xx xx.x xx xx.x xx xx.x 

Surgical and medical 

procedures 

Toe amputation       

Injury, poisoning and 

procedural complications 

Postoperative wound 

complication 

      

Investigations Aspartate 

aminotransferase 

increased 

      

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                 

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period                      

Source Listing: Adverse events 

 

TABLE 46b: Number and Percentage of subjects with treatment emergent adverse events classified by MedDRA Primary 

System Organ Class and Preferred Term during the study  

(Safety Population)  

 

System Organ Class Preferred Term 

 

Treatment A (N=) 

 

Treatment B (N=) 

 

All (N=) 

n % n % n % 

At least one symptom  xx xx.x xx xx.x xx xx.x 

Surgical and medical 

procedures 

Toe amputation       

Injury, poisoning and 

procedural complications 

Postoperative wound 

complication 

      

Investigations Aspartate 

aminotransferase 

increased 

      

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                 

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period  

AEs after administering the study drug 

Source Listing: Adverse events 
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TABLE 47a: Number (and percentage) of subjects with mild, moderate, severe adverse events classified by MedDRA Primary 

System Organ Class and Preferred Term during the study period  

(Safety Population)  

 

System Organ Class 

 

 

Preferred Term 

Mild Moderate Severe All 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

At least one symptom  xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

Surgical and medical 

procedures 

Toe amputation         

Injury, poisoning and 

procedural 

complications 

Postoperative 

wound 

complication 

Investigations Aspartate 

aminotransferase 

increased 

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                        

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period                                                             

Source Listing: Adverse events 

 

TABLE 47b: Number (and percentage) of subjects with mild, moderate, severe treatment emergent adverse events classified by 

MedDRA Primary System Organ Class and Preferred Term during the study period  

(Safety Population)  

 

System Organ Class 

 

 

Preferred Term 

Mild Moderate Severe All 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

Treatment A  

(N =) 

Treatment B 

(N=) 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

n(%) 

 

At least one symptom  xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

xx(xx.xx) 

 

Surgical and medical 

procedures 

Toe amputation         

Injury, poisoning and 

procedural 

complications 

Postoperative 

wound 

complication 

Investigations Aspartate 

aminotransferase 

increased 

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                        

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period                                                             

Source Listing: Adverse events 
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TABLE 48: Number (and percentage) of subjects with adverse events classified by MedDRA Primary System Organ Class and Preferred Term during the study period, assessed as 

unrelated, unlikely to be, possibly, probably, definitely related to treatment 

(Safety Population)  

 

System Organ Class Preferred Term 

Unrelated Unlikely Possible Probable Definite All 

Treatment 

A  

(N =) 

Treatment 

B  

(N=) 

Treatment  

A  

(N =) 

Treatment 

B  

(N=) 

Treatment 

A  

(N =) 

Treatment 

B  

(N=) 

Treatment 

A  

(N =) 

Treatment 

B  

(N=) 

Treatment 

A  

(N =) 

Treatment 

B  

(N=) 

Treatment 

A  

(N =) 

Treatment 

B 

 (N=) 

n (%) 

 

n (%) 

 

n (%) 

 

n (%) 

 

n (%) 

 

n (%) 

 
n (%) 

n (%) 

 

n (%) 

 

n (%) 

 

n (%) 

 

n (%) 

 

At least one symptom  xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) xx(xx.xx) 

Surgical and medical 

procedures 

Toe amputation             

Injury, poisoning and 

procedural complications 

Postoperative wound 

complication 

Investigations Aspartate 

aminotransferase 

increased 

At least one symptom = At least one symptom experienced regardless of the System Organ Class 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                       

n/%  = Number / percentage of subjects reporting at least once a specified symptom during the treatment period                                                                                                                   

Source Listing: Adverse events 

 

TABLE 49: Listing of Serious Adverse Events by subject 

(Safety Population)  

 

Subject 

ID 
Treatment 

Gender 

Age (in years) 

System 

Organ 

Class 

Preferred 

term 

Start Date  

End Date  

 

Severity 

Relationship 

Outcome 

Action taken 
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Source Listing: Serious Adverse Events 

 

 

TABLE 50: Summary of physical examination by visits 

 (Safety Population) 

 

Test  

 Visits 

Treatment A (N=) Treatment B (N=) All (N=) 

Normal Abnormal-NCS Abnormal-CS Normal Abnormal-

NCS 

Abnormal

-CS 

Normal Abnormal

-NCS 

Abnormal

-CS 

n  % n  % n  % % n  % 

< Physical 

Examinations> 

<Visits> xx xx.x xx xx.x xx xx.x xx.x xx xx.x 

         

         

           

         

         

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                    

Source Listing: Physical Examination 

 

TABLE 51: Summary of vital signs by visit 

(Safety Population)  

 

 

Vital Sign 

 

Visits 

 

Summary 

Statistics 

 

Treatment A  

(N =) 

 

Treatment B 

(N=) 

 

All  

(N=) 

 

<Vital signs> 

 

<Visits> 

N 

Mean  

SD 

Minimum 

Median 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 
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Maximum xx.x xx.x xx.x 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Vital signs 

 

TABLE 52: Summary of Hematology by visits: Continuous variable 

 (Safety Population)  

 

 

Test 

 

Visits 

 

Summary 

Statistics 

 

Treatment A  

(N =) 

 

Treatment B 

(N=) 

 

All  

(N=) 

 

< Hematology 

Tests > 

 

<Visits> 

N 

Mean  

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Hematology 

 

TABLE 53: Summary of Hematology by visits: Categorical variable 

 (Safety Population)  

 

 

Test 

 

Visits 

Treatment A (N=) Treatment B (N=) All (N=) 

Normal Abnormal-NCS Abnormal-CS Normal Abnormal-

NCS 

Abnormal

-CS 

Normal Abnormal

-NCS 

Abnormal

-CS 

n  % n  % n  % % n  % 

< Hematology 

Tests > 

 <Visits> xx xx.x xx xx.x xx xx.x xx.x xx xx.x 

         

         

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                    

Source Listing: Hematology 
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TABLE 54: Summary of Serum Chemistry by visits: Continuous variable  

(Safety Population)  

 

 

Test 

 

Visits 

 

Summary 

Statistics 

 

Treatment A  

(N =) 

 

Treatment B 

(N=) 

 

All  

(N=) 

 

< Serum 

Biochemistry 

Tests > 

 

 

<Visits> 

N 

Mean  

SD 

Minimum 

Median 

Maximum 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Serum Biochemistry 

 

 

TABLE 55: Summary of Serum Chemistry by visits: Categorical variable 

 (Safety Population)  

 

Test  

Visits 

Treatment A (N=) Treatment B (N=) All (N=) 

Normal Abnormal-NCS Abnormal-CS Normal Abnormal-

NCS 

Abnormal

-CS 

Normal Abnormal

-NCS 

Abnormal

-CS 

n  % n  % n  % % n  % 

 

< Serum 

Biochemistry 

Tests > 

 

 

<Visits> 

xx xx.x xx xx.x xx xx.x xx.x xx xx.x 

         

         

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                    

Source Listing: Serum Biochemistry 

 

TABLE 56: Summary of Urine analysis by visits: Continuous variable  

(Safety Population)  

 

 

Test 

 

Visits 

 

Summary 

Statistics 

 

Treatment A  

(N =) 

 

Treatment B 

(N=) 

 

All  

(N=) 

 

<Urine analysis 

 

 

N 

Mean  

xx 

xx.x 

xx 

xx.x 

xx 

xx.x 
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Tests > <Visits> SD 

Minimum 

Median 

Maximum 

xx.xx 

xx.x 

xx.x 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

xx.xx 

xx.x 

xx.x 

xx.x 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Urine analysis 

 

TABLE 57: Summary of Urine analysis by visits: Categorical variable 

 (Safety Population)  

 

Test Visits 

 

Treatment A (N=) Treatment B (N=) All (N=) 

Normal Abnormal-NCS Abnormal-CS Normal Abnormal-

NCS 

Abnormal

-CS 

Normal Abnormal

-NCS 

Abnormal

-CS 

n  % n  % n  % % n  % 

 

<Urine 

analysis Tests 

> 

 

 

<Visits> 

xx xx.x xx xx.x xx xx.x xx.x xx xx.x 

         

         

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                    

Source Listing: Urine analysis 

 

TABLE 58a: Percentage of subjects who used concomitant medication during the study  

 (Modified Intention to treat Population)  

 

 Treatment A (N=) Treatment B (N=) 

Preferred Term n % n % 

 xx xx.x xx xx.x 
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TABLE 58b: Percentage of subjects who used concomitant medication during the study 

(Per-protocol Population) 

 

 

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Concomitant medication 

 Treatment A (N=) Treatment B (N=) 

Preferred Term n % n % 

 xx xx.x xx xx.x 

 

 

 

n (%)   = Number (percentage) of subjects with the given characteristics 

Treatment A: Arthronat 

Treatment B: Placebo                                                                                                                                                                                                                                                                                                                                                                      

Source Listing: Concomitant medication 
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13. ANNEX 2: STUDY VISIT PLAN 
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14. ANNEX 3: PROTOCOL DEVIATIONS 

After a subject is enrolled into the trial and is noticed to be noncompliant with inclusion and 

exclusion criteria, the same will be documented as a protocol violation(s). During the conduct 

of the trial process if deviation(s) are noticed from the norm mentioned in the protocol, the same 

will be documented as protocol deviation(s).  

 

The severity of the protocol violation and protocol deviation will be graded as minor if the 

violation/deviation is not altering the integrity of the study plan or its safety and efficacy 

outcome, as major if the violation/deviation is altering the integrity of the study plan or its 

safety and efficacy outcome.  

 

Sponsor reserves the right to terminate the study at any time. Whereas the principal investigator 

reserves the right to discontinue the study for safety reasons at any time and bears the 

responsibility to inform the IEC. The reason for this termination will be provided to the 

subjects.  
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Documentation of Inter-Laboratory 

Standardization Methods and Quality 

Assurance Procedures if Used  

 
- Not Applicable 
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Publications Based on Study 

 
- Not Applicable 
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OMERACT-OARSI Initiative: Osteoarthritis Research Society
International set of responder criteria for osteoarthritis clinical trials
revisited.
T. Pham MD†, D. van der Heijde MD, PhD‡, R. D. Altman MD§, J. J. Anderson MD¶, N. Bellamy
MD, MSc, FACP, FRCP, FRCPC, FAFRM, FRACP\, M. Hochberg MD, MPH††, L. Simon MD‡‡,
V. Strand MD§§, T. Woodworth¶¶ and M. Dougados MD\\*
†René Descartes University, Cochin Hospital, Paris, Aix-Marseille II University, Conception Hospital, AP-HP,
Marseille, France
‡Department of Rheumatology, University Hospital, Maastricht, The Netherlands
§University of Miami, Department of Veterans Affairs Medical Center, Miami, FL, USA
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\\René Descartes University, Cochin Hospital, Paris, France1

Summary

Background: The OARSI Standing Committee for Clinical Trials Response Criteria Initiative had developed two sets of responder criteria to
present the results of changes after treatment in three symptomatic domains (pain, function, and patient’s global assessment) as a single
variable for clinical trials (1). For each domain, a response was defined by both a relative and an absolute change, with different cut-offs with
regard to the drug, the route of administration and the OA localization.

Objective: To propose a simplified set of responder criteria with a similar cut-off, whatever the drug, the route or the OA localization.

Methods: Data driven approach:

(1) Two databases were considered

+ The ‘elaboration’ database with which the formal OARSI sets of responder criteria were elaborated and
+ The ‘revisit’ database.

(2) Six different scenarios were evaluated:

+ The two formal OARSI sets of criteria
+ Four proposed scenarios of simplified sets of criteria

Data from clinical randomized blinded placebo controlled trials were used to evaluate the performances of the two formal scenarios with two
different databases (‘elaboration’ versus ‘revisit’) and those of the four proposed simplified scenarios within the ‘revisit’ database. The
placebo effect, active effect, treatment effect, and the required sample arm size to obtain the placebo effect and the active treatment effect
observed were the performances evaluated for each of the six scenarios. Experts’ opinion approach: Results were discussed among the
participants of the OMERACT VI meeting, who voted to select the definite OMERACT-OARSI set of criteria (one of the six evaluated
scenarios).
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Results: Data driven approach: Fourteen trials totaling 1886 OA patients and fifteen studies involving 8164 OA patients were evaluated in the
‘elaboration’ and the ‘revisit’ databases respectively.

The variability of the performances observed in the ‘revisit’ database when using the different simplified scenarios was similar to that
observed between the two databases (‘elaboration’ versus ‘revisit’) when using the formal scenarios. The treatment effect and the required
sample arm size were similar for each set of criteria. Experts’ opinion approach: According to the experts, these two previous performances
were the most important of an optimal set of responder criteria. They chose the set of criteria considering both pain and function as evaluation
domain and requiring an absolute change and a relative change from baseline to define a response, with similar cut-offs whatever the drug,
the route of administration or the OA localization.

Conclusion: This data driven and experts’ opinion approach is the basis for proposing an optimal simplified set of responder criteria for OA
clinical trials. Other studies, using other sets of OA patients, are required in order to further validate this proposed OMERACT – OARSI set
of criteria.
© 2004 OsteoArthritis Research Society International. Published by Elsevier Ltd. All rights reserved.

Key words: Osteoarthritis, Outcomes, Clinical Trials Response Criteria Initiative.

Introduction

The Osteoarthritis Research Society International (OARSI)
Standing Committee for Clinical Trials Response Criteria
Initiative and the Outcome Measures in Rheumatology
(OMERACT) committee, in concert with the international
rheumatology community, has led to the development of a
uniform core set of outcome measures for osteoarthritis
(OA)1–4. One of the objectives was to propose a set of
criteria for measurement based on multiple domains to
present the results of changes after treatment in sympto-
matic parameters as a single variable for clinical trials. The
symptomatic variables selected by both the OMERACT
and OARSI societies were: pain, functional impairment and
patient’s global assessment.

Based on data from clinical trials, two sets of responder
criteria (formal OARSI criteria) that can categorize an
individual’s response to treatment in a clinical trial have
been developed5 (Fig. 1).

The main characteristics of the proposed sets of criteria
were the following:

+ They covered three domains: pain, function and
patient’s global assessment.

+ For each of these domains, a response was defined by
both a relative and an absolute change.

+ The cut-offs that defined a relevant change differed
with regard to:

+ OA localization (e.g. hip vs knee),
+ evaluated study drug (e.g. NSAIDs vs specific

anti-OA drug),
+ route of administration (e.g. per os vs intra-

articular),
+ specific domain (pain, function, patient’s global

assessment).

The choice of the different cut-offs for the formal OARSI
set of criteria was based on statistical analysis for optimiz-
ation of the discriminant capacity. The preliminary attempts
at uniform cut-off of all subsets showed a lesser placebo
and active treatment effect of the set of criteria considered
relevant by the members of the steering committee.

The main objective of this study was to evaluate the
performances of the two previous formal OARSI sets of
criteria and the performances of the modified ones, pro-
posed by the scientific OMERACT committee. The aim of
the proposed modifications was to simplify the presentation
of the set of criteria, by evaluating different scenarios
whatever the OA localization, whatever the evaluated drug,
whatever the route of administration, and with similar
cut-offs for the different domains.

Methods

PROPOSED SET OF CRITERIA

Six different scenarios were evaluated. The first two
scenarios were the two propositions (A and B) of the formal
OARSI set of criteria5 (Fig. 1). The four other scenarios
(scenarios C to F) were proposed by the OMERACT
scientific committee. Their main characteristic was that
they used a uniform cut-off whatever the OA localization,
whatever the study drug and whatever the route of
administration, unlike the formal OARSI set of criteria
(Fig. 2). Scenarios A, C and E considered pain at the first
responder step (high improvement), and scenarios B, D
and F considered pain or function (Fig. 3). Scenarios C and
D, as the formal OARSI set of criteria did, considered
relative change (percentage of change during the study)
and absolute change (absolute change during the study) in
the variable to define a response, whereas scenarios E and
F considered only relative change to define such response.

The study approach was both data driven and used an
experts’ opinion approach.

DATA DRIVEN APPROACH

Two databases from clinical randomized placebo con-
trolled trials were used:

+ The initial one used to elaborate the formal set of
criteria, known here as the ‘elaboration database’.

+ The second one is labeled the ‘revisit database’. Drug
companies who had conducted positive randomized
placebo controlled trials in OA of a minimum 4-week
duration were invited to revisit their database. The
definition of ‘positive’ was based on a p value <0.05 for
the a priori chosen primary criterion of the trial. Only
the intention-to-treat analysis trials using the Last
Observation Carried Forward technique were used.
The participating drug companies were invited to
provide anonymous information: OA localization, route
of administration, characteristics of the study drug
(analgesic, NSAID, Specific OA drug), study duration,
number of patients in the placebo group and in the
active treatment group, tools used to evaluate pain
(e.g. pain VAS, Likert scale, WOMAC pain subscale),
function (e.g. WOMAC function subscale) and patient’s
global assessment (e.g. VAS, Likert scale)6, and time
of collection of these different tools. Because of confi-
dentiality, no demographic data, such as age, gender,
body mass index, nor baseline values were asked
to the drug companies. The drug was not identified
by name, but only by class of agent (e.g. NSAIDs,
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Subgroup 
High improvement in pain Moderate improvement in

Pain Function

Relative
change*

Absolute
change**

Relative
change

Absolute
change

Relative
change

Absolute
change

Relative
change

Absolute
change

Knee, oral NSAIDs 45 20 15 10 30 15 35 10

Knee, oral specific 
drug

55 30 35 10 15 20 15 15

The 3 above groups 
together

55 30 35 15 15 20 15 15

Knee, intra-articular 
specific drug  

40 30 35 15 35 10 30 10

Proposition A Optimal cut-offs to be applied for the OARSI Responder Criteria

Subgroup 
High improvement in

 Pain Function 
Moderate improvement in 

Pain Function Global assessment
Relative 
change* 

Absolute 
change**

Relative 
change 

Absolute 
change 

Relative 
change 

Absolute 
change 

Relative 
change 

Absolute 
change 

Relative 
change 

Absolute
change

Hip, NSAIDs  50 30 50 20 25 15 20 10 20 10

Knee, oral 
NSAIDs 50 20 60 20 30 15 20 20 25 10

Knee, oral 
specific drug 

55 30 50 20 30 20 20 20 20 15

The 3 above 
groups together  55 30 50 20 30 15 20 20 20 15

Knee, intra-
articular specific 
drug  

50 30 60 20 20 20 30 10 30 10

Proposition B Optimal cut-offs to be applied for the OARSI Responder Criteria

* Relative change: percentage of change during the study (final minus baseline over baseline  100) 
** Absolute change: absolute change during the study (final minus baseline on a 0-100 interval scale) 

High improvement in pain 

Moderate improvement in at least 2 of the 3 following:
•  Pain 
•  Function 
•  Patient ’s global assessment 

�
Yes 
�

Response 

�
No 
�

No response

�
Yes 
�

Response

�
No 
��

High improvement in pain or function

Moderate improvement in at least 2 of the 3 following:
•  Pain 
•  Function 
•  Patient ’s global assessment 

�
Yes 
�

Response

�
No 
�

No response

�
Yes 
�

Response

�
No 
��

H

Fig. 1. OARSI Formal set of criteria: Scenarios A and B.
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Fig. 2. Evaluated simplified sets of criteria: Scenarios C to F.
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systemic specific drug, intra-articular specific drug). For
each trial and each scenario, a drug company provided
the number of patients and the number of responders
in each treatment arm. With this information, sensitivity
(percentage of patients receiving an active drug
labeled as responders according to the proposed set of
criteria) and specificity (percentage of patients receiv-
ing the placebo treatment labeled as non-responder
according to the proposed set of criteria) could be
calculated for each trial and for each drug class and
joint location of interest.

The first step of the data driven approach consisted in the
evaluation of the performances of the two formal scenarios
(scenario A and B), using the two databases, for each
category of trial studied during the elaboration step (i.e.
hip OA–NSAIDs trials, knee OA–NSAIDs trials, knee
OA–systemic specific drug trials and knee OA–intra-
articular specific drug trials). In other words, we compared
the following performances in the ‘elaboration’ and in the
‘revisit’ database: placebo effect (percentage of responders
in the placebo group), active effect (percentage of respond-
ers in the active treatment group), treatment effect (per-
centage of patients improved in the active treatment group
minus the percentage of patients improved in the placebo
group) and the sample arm size needed to obtain the
observed placebo and active treatment effects (�=0.05 and
�=0.20, two tailed test).

The second step consisted in the evaluation of the above
performances between the six scenarios within the revisit
database. For each drug and for each OA localization,
the number of patients in the active treatment group and in
the placebo group, the placebo effect, the active effect, the
treatment effect and the sample arm size needed to obtain
the observed placebo effect and the active treatment effect

were calculated. These evaluations were also calculated
whatever the localization and/or whatever the treatment.
Moreover, since criteria sets almost always performed
optimistically well when evaluated with the same database
which was used to hunt for ‘optimum’ scenario, we com-
pared the performances of the scenarios C, D, E and F in
the elaboration database to the performances of the
scenarios A and B in the revisit database.

Experts’ opinion approach: Based on the data observed
and after discussion among the OMERACT VI meeting
participants, a vote was conducted to select the definite
OMERACT-OARSI set of criteria (one of the six evaluated
scenarios).

Lastly, the sensitivity and the specificity of the selected
scenario has been evaluated in the “elaboration” database
(knee OA–NSAIDs trials, hip OA–NSAIDs trials). The
sensitivity was defined by the percentage of NSAIDs-OA
patients meeting the OMERACT-OARSI criteria. The
1-specificity was defined by the percentage of placebo-OA
patients meeting the OMERACT-OARSI criteria.

Results

PATIENTS AND STUDIES

In the elaboration database, fourteen trials totaling 1886
patients were evaluated (see Ref. 5 for details). The
majority of the information was on NSAIDs for knee and hip.
In the revisit database, fifteen studies involving 8164 OA
patients were screened (Fig. 3). None of the studies was
excluded. A prospective randomized controlled study in
which the control group was receiving the usual therapeutic
care without true placebo (vs. an intra-articular OA drug)
was included in the revisit database. There were no trials

Fig. 3. Flow diagram for numbers of studies and patients.
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available to examine analgesics in OA. The majority of the
studies concerned NSAIDs in hip and knee OA (10 of 15).

The characteristics of study designs are summarized in
Table I. The data concerned 647 patients in systemic
specific OA drug trials, 606 patients in intra-articular (IA)
specific OA drug trials and 6911 patients in NSAIDs trials.
For NSAIDs studies, whatever the OA localization, 5557
patients received the active treatment, and 1354 the pla-
cebo. Two studies involving hip and/or knee OA without
indication of the localization were included only in the
“whatever the localization” calculation. To assess pain and
functional disability, two tools were most often used:
The visual analog scale (VAS) and the Western Ontario
McMaster Universities Osteoarthritis (WOMAC) index. For
global patient’s assessment, the VAS and the Likert scale
were mostly used.

The knee was the only OA localization of the five specific
OA drug studies (systemic and intra-articular), while
NSAIDs trials were conducted in both knee and hip OA.

DATA DRIVEN APPROACH RESULTS

Formal set of criteria performances: comparison
between elaboration database and revisit database

Results concerning the placebo and the treatment effects
are summarized in Table II. For both the propositions A and
B, the variability in the placebo and the active treatment
effects were quite high (from 4% to 21% in the placebo
group and from 7% to 34% in the active treatment group).
Based on the observed results (placebo effect and active
treatment effect) in the elaboration database, the calcu-
lation of the sample size required in future NSAIDs trials in
knee OA was 67 patients per arm with scenario A and 66
with scenario B.

Performances of the 6 scenarios in the revisit
database according to drug class, route of

administration and OA localization

The results of the evaluated performance for each
scenario are summarized in Table III. The highest active

treatment effect and placebo effect were observed when
using scenario F, whatever the drug class and whatever the
localization.

NSAIDs in Knee OA. The highest active treatment effect
was observed when using scenario F (66.4%), and at
variance, the lowest placebo effect was observed when
using scenario B (39.1%). The treatment effect was similar
whatever the scenario (19.8%, 19.3%, 19.8%, 19.5%,
19.9% and 19.8% for scenarios A, B, C, D, E and F
respectively). The sample sizes “required” in future NSAID
knee trials using the “revisit” data were 99 patients per arm,
scenario A and 105 per arm, scenario B. Using the simpli-
fied scenarios, the sample sizes “required” were 98 per
arm, scenario C, 101 per arm, scenario D, 97 per arm,
scenario E and 98 per arm, scenario F.

NSAIDs in Hip OA. The highest active treatment effect
was observed when using scenario F (60.8%), and at
variance the lowest placebo effect was observed when
using scenario A (28.9%). As observed in knee OA, the
treatment effect was similar whatever the scenario (24.7%,
26.5%, 25.9%, 25.7%, 25.3% and 25.3% for scenarios A,
B, C, D, E and F respectively). The sample sizes ‘required’
in future NSAID hip trials using the ‘revisit’ data were 62
patients per arm, scenario A and 55 per arm, scenario B.
Using the simplified scenarios, the sample sizes ‘required’
were 58 per arm, scenario C, 59 per arm, scenario D and
61 per arm, scenario E and scenario F.

Systemic Specific OA drug in Knee OA. The highest
active treatment effect was observed when using scenario
F (49.4%), and the lowest placebo effect was observed
when using scenario B (29.0%). Scenarios A and B showed
the highest treatment effect (6.9% and 6.8% respectively)
and the lowest sample size “required” for future systemic
specific OA drug trials in knee OA (743 and 745 patients
per arm respectively, versus 1167, 1095, 4979 and 3824
patients per arm for scenarios C, D, E and F).

Intra-articular specific OA drug in Knee OA. The highest
active treatment effect was observed when using scenario
F (72.9%), and the lowest placebo effect was observed
when using scenario B (34.6%). The highest treatment

Table I
Characteristics of the 15 studies included in the ‘revisit’ database* according to agent class

Characteristics Drug class

NSAIDs Systemic specific
OA drug

Intra articular specific
OA drug

Number of studies 10 3 2
Number of patients Active drug group 5557 316 303

Placebo or control group 1354 331 303
Study duration (mean +/- sd; weeks) 9.3±3.8 105.3±87.7 33±9.9
Pain evaluation WOMAC 40% 100% 50%

VAS 60% 0 50%
Others 0 0 0

Function evaluation WOMAC 100% 100% 50%
VAS 0 0 50%
Other 0 0 0

Global assessment evaluation Likert 40% 33% 0
VAS 30% 66% 50%
Other 30% 50%

Time of collection of the outcome variables Final and baseline 100% 100% 100%
Only final visit 0 0 0

*‘Revisit’ data base is the one that permitted to revisit the formal sets of responder criteria and to evaluate the simplified sets of responder
criteria.

WOMAC: Western Ontario McMaster Universities Osteoarthritis index; VAS: Visual Analogic Scale.
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Table II
Performances observed with the formal sets of criteria, propositions A and B* (e.g. scenarios A and B) in the ‘elaboration’ and in the ‘revisit’ databases**: placebo effect, active treatment effect,

treatment effect, and variability between the two databases)

Formal OARSI set of criteria

Proposition A (pain)* Proposition B (pain or function)*

Trials Elaboration** Revisit** (Revisit-Elaboration) Elaboration** Revisit** (Revisit-Elaboration)

Knee OA Systemic Specific OA drug Placebo effect 51% 31% −20 50% 29% −21
Active treatment effect 62% 38% −24 61% 36% −25
Treatment effect 11% 7% −4 11% 7% −4

Knee OA IA Specific OA drug Placebo effect 47% 35% −12 47% 35% −12
Active treatment effect 92% 58% −34 91% 57% −34
Treatment effect 45% 23% −22 44% 22% −22

Hip OA NSAIDs Placebo effect 33% 29% −4 39% 32% −7
Active treatment effect 62% 54% −8 69% 58% −11
Treatment effect 29% 25% −4 30% 26% −4

Knee OA NSAIDs Placebo effect 27% 39% +12 26% 39% +13
Active treatment effect 52% 59% +7 51% 58% +7
Treatment effect 25% 20% −5 25% 19% −6

*See section 3 of the manuscript for detailed explanations.
** ‘Elaboration’ database is the one that permitted to propose the formal sets of responder criteria (5); ‘Revisit’ database is the one that permitted to revisit the formal sets of responder criteria

and to evaluate the simplified sets of responder criteria.
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Table III
Performances observed with each scenario in the ‘revisit’ database*: Percentage of patients improved in placebo and active treatment groups (i.e., placebo effect and active treatment effect),
treatment effect, sample size per arm required in future trials, �=0.05, �=0.20, two-tailed, expected placebo effect=that observed with this database, expected active treatment effect=that

observed with this database

Localization Knee OA Knee OA Hip OA Knee OA Whatever the joint Whatever the joint Whatever the joint
Drug Systemic Specific

OA Drug
IA Specific
OA Drug

NSAIDs NSAIDs NSAIDs Whatever the systemic
treatment

Whatever the treatment

Scenario A % improved in active group 38.0%** 58.4% 53.6% 59.3% 58.3% 57.2% 57.2%
% improved in placebo group 31.1%** 35.3% 28.9% 39.5% 36.8% 35.7% 35.7%
Treatment effect 6.9% 23.1% 24.7% 19.8% 21.5% 21.5% 21.5%
Sample size 745 73 62 99 84 84 84

Scenario B % improved in active group 35.8% 57.4% 58.0% 58.4% 58.7% 57.5% 57.5%
% improved in placebo group 29.0% 34.6% 31.5% 39.1% 37.4% 35.8% 35.6%
Treatment effect 6.8% 22.8% 26.5% 19.3% 21.3% 21.7% 21.9%
Sample size 743 74 55 105 86 82 81

Scenario C % improved in active group 43.7% 70.3% 60.3% 65.1% 64.7% 63.6% 63.9%
% improved in placebo group 38.0% 42.9% 34.4% 45.3% 43.3% 42.3% 42.2%
Treatment effect 5.7% 27.4% 25.9% 19.8% 21.4% 21.3% 21.7%
Sample size 1167 51 58 98 84 86 82

Scenario D % improved in active group 44.6% 70.6% 60.5% 65.4% 65.0% 63.9% 64.2%
% improved in placebo group 38.7% 43.6% 34.8% 45.9% 43.9% 42.8% 42.9%
Treatment effect 5.9% 27.0% 25.7% 19.5% 21.1% 21.1% 21.3%
Sample size 1095 52 59 101 87 87 85

Scenario E % improved in active group 47.8% 72.6% 60.5% 65.8% 65.3% 64.3% 64.7%
% improved in placebo group 45.0% 44.5% 35.2% 45.9% 44.0% 44.2% 44.3%
Treatment effect 2.8% 28.1% 25.3% 19.9% 21.3% 20.1% 20.4%
Sample size 4979 48 61 97 85 96 93

Scenario F % improved in active group 49.4% 72.9% 60.8% 66.4% 66.0% 65.1% 65.5%
% improved in placebo group 46.2% 45.2% 35.5% 46.6% 44.5% 44.8% 44.9%
Treatment effect 3.2% 27.7% 25.3% 19.8% 21.5% 20.3% 20.6%
Sample size 3824 49 61 98 83 94 91

*‘Revisit’ database is the one that permitted to revisit the formal sets of responder criteria and to evaluate the simplified sets of responder criteria.
**Percentage of patients improved in the placebo group or in the active treatment group (i.e., placebo effect and active treatment effect).
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effect was observed when using scenario E (28.1%). The
lowest sample size ‘required’ for future intra- articular
specific OA drug trials in knee OA were observed when
using the simplified scenarios (51, 52, 48 and 49 patients
per arm for scenarios C, D, E and F respectively, versus 73
and 74 patients per arm for scenarios A and B).

Performances of the six scenarios in the revisit
database whatever the drug class, the route of

administration or the localization of OA

NSAIDs whatever the OA localization. The highest active
treatment effect was observed when using scenario F
(66.0%), and at variance the lowest placebo effect was
observed when using scenario A (36.8%). The treatment
effect was similar whatever the scenario (21.5%, 21.3%,
21.4%, 21.1%, 21.3% and 21.5% for scenarios A, B, C, D,
E and F respectively). The sample size “required” for future
NSAIDs trials in OA was also similar whatever the scenario
(84, 86, 84, 87, 85 and 83 patients per arm for scenarios A,
B, C, D, E and F respectively).

Whatever the systemic drug (i.e. systemic specific OA
drugs and NSAIDs) and whatever the localization. The
highest active treatment effect was observed when using
scenario F (65.1%), and at variance the lowest placebo
effect was observed when using scenario B (21.7%). The
treatment effect was similar whatever the scenario (21.5%,
21.7%, 21.3%, 21.1%, 20.1% and 20.3% for scenarios A,
B, C, D, E and F respectively). The “required” sample size
was also similar whatever the scenario (84, 82, 86, 87, 96
and 94 patients per arm for scenarios A, B, C, D, E and F
respectively).

Whatever the drug and whatever the localization. The
highest active treatment effect was observed when using
scenario F (65.5%), and at variance the lowest placebo
effect was observed when using scenario B (35.6%). The
treatment effect was similar whatever the scenario (21.5%,
21.9%, 21.7%, 21.3%, 20.4% and 20.6% for scenarios A,
B, C, D, E and F respectively). The sample size “required”
for future trials in OA was also similar whatever the
scenario (84, 81, 82, 85, 93 and 91 patients per arm for
scenarios A, B, C, D, E and F respectively).

EXPERTS’ OPINION APPROACH RESULTS

Based on the observed results, it was considered that the
data driven approach did not permit to select a specific set
of criteria. However, at least two of these performances
(treatment effect and required sample size) were similar
whatever the scenario (A to F). These results were pre-
sented to the participants of the Osteoarthritis session
of the OMERACT VI conference (Brisbane 2002). After
discussion and voting, it appears that:

+ The treatment effect and the required sample size were
the two major characteristics to take into account in the
choice of an optimal set of criteria to be used for clinical
trials.

+ Two other characteristics were also considered as
important:

1) The definition of an improvement based not only on a
relative change but also on an absolute change
(scenarios A, C and E versus scenarios B, D and F)

2) The simplicity of the presentation: same cut-offs, set of
responder criteria whatever the localization, the study

drug and the route of administration (scenario A, B
versus C, D, E and F).

Based on this preliminary discussion between experts
and after a voting session, scenario D was selected
(Fig. 4). It is now labeled the ‘OMERACT-OARSI’ set of
responder criteria.

EVALUATION OF THE DIFFERENT SETS OF CRITERIA

Table IV summarizes the results of the procedure permit-
ting the evaluation of the different scenarios. This table
shows that the treatment effect was similar whatever the
evaluated scenario, but for hip OA, both the sensitivity
and the specificity (active treatment effect and placebo
treatment effect) were higher for the scenario D.

Discussion

This study, which combined the efforts of academic
researchers, representatives of the pharmaceutical
industry and representatives of health agency, proposes a
simplified set of responder criteria for clinical trials in OA by
simplifying the initial OARSI set of criteria using a data
driven and experts’ opinion approach. Limitations of this
study include (i) the absence of analgesics trials in our
analysis of the improvement between active drug-treated
group and placebo-treated group; (ii) Available trials con-
cerned only knee or hip OA and no other OA localization;
(iii) The collected data concerned only the core set of
criteria. Drug companies provided for each trial, the per-
centage of responders in the active treatment group and
the percentage of non-responders in the placebo group,
according to each scenario. We did not have access to the
individual data, neither to the percentage of responders for
each domain separately (pain, function, global patient’s
assessment). This lack of data did not allow us to estimate
if the core set of criteria was less powerful than each
domain treated separately, as has been done for rheuma-
toid arthritis7; (iv) The cut-offs of the simplified scenarios
were inspired by the formal ones. However, more specific
cut-offs could not be estimated due to the lack of individual
data for the 8164 OA patients.

We observed considerable variability in the results with
regard to the study population (elaboration versus revisit
database) within the formal sets of criteria. This variability
could be attributed to a variability between the patients
included in the two databases. However, in both of them,
most of the trials have been conducted in multicenter
international trials following a very similar approach con-
cerning the inclusion and exclusion criteria (phase II and
phase III trials).

In the elaboration phase of the formal OARSI set of
criteria, the loss of sensitivity and specificity using identical
cut-offs, whatever the localization and the study drug, did
not allow to propose a simple set of criteria (similar cut-off
whatever the OA localization and the study drug). The
variability of the performances of these formal sets of
criteria between the two databases was in contradiction
with the results obtained in the elaboration phase and
prompted us to further evaluate a simplification of the set of
responder criteria.

The data driven conclusions are that, whatever the OA
localization, the study drug or the route of administration,
formal scenarios A and B had the lowest placebo effect,
and scenario F had the highest active treatment effect. In
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contrast, the treatment effect and the required sample size
were quite similar whatever the scenario, ranging from
20.4% to 21.9% and from 81 to 93 patients per arm
respectively.

Although the data driven approach did not allow to select
any particular scenario, the simplification of the set of criteria
did not result in a loss of relevant performances. Indeed, a
higher active treatment effect and a higher placebo effect
were observed when using the simplified scenarios in both
databases. Conversely, the treatment effect and the sample
size required to obtain the observed placebo and active
effects were similar whatever the scenario (whether formal
or simplified) in the revisit database.

According to the experts, these two performances were
the most important for an optimal set of responder criteria.
Although all the evaluated scenarios provided similar
results for these performances, the experts’ choice was
scenario D (Fig. 4), which confirms the importance of:

1) A format that requires both an absolute change and a
relative change.

2) A format that considers both pain and function as
important domains; in certain studies, however,
changes in functional disability are at least as important
as changes in pain.

OMERACT- OARSI set of responder criteria

High improvement in pain or in function  >50%
and absolute change >20 

Improvement in at least 2 of the 3 following: 

•   pain >20% and absolute change >10 

•   function >20% and absolute change >10 

•   patient’s global assessment >20% and absolute change >10 

No

Yes

Response

No

No Response 

Yes

Response

Fig. 4. OMERACT–OARSI Set of responder criteria.

Table IV
Percentage of patients responding when the OMERACT-OARSI and formal proposition A and B criteria sets are applied to a validation data

set*

Validation database Criteria set Knee NSAID trial Hip NSAID trial
Sensitivity Specificity Sensitivity Specificity

Elaboration OMERACT-OARSI 59% 40% 72% 44%
Revisit OARSI-Proposition A 59% 39% 54% 29%
Revisit OARSI-Proposition B 58% 39% 58% 26%

*Sample size required per arm alpha=0.05, beta=0.20, two-tailed.Sensitivity=% responders on active drug (NSAIDs). 1-Specificity=%
responders on placebo.
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The observed treatment effect whatever the drug and
whatever the treatment when using scenario D is 21.3%.
This result is close to what is expected in OA, i.e., 20-
30%8,9.

The required sample size with scenario D whatever the
drug and whatever the treatment is 85 patients per arm.
This is similar to the sample size required when using the
previous formal set of criteria.

In conclusion, we propose a simplified definition for
symptomatic improvement in osteoarthritis. This set of
criteria, approved both by the OARSI and the OMERACT
committees, is at least as powerful as the previous OARSI
formal set of criteria and its simplification will probably
enhance its use in future OA trials.

Other studies are required on order to further validate
this proposed OMERACT-OARSI set of criteria in other
sets of patients suffering from osteoarthritis of different
localizations and treated differently, e.g., with analgesics or
non-pharmacological therapies.
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16.2.1 LISTING OF DISCONTINUED SUBJECTS BY PATIENT 
 
There were no discontinued subjects in this study 
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16.2.2 LISTING OF PROTOCOL DEVIATIONS BY PATIENT 
 
There were no protocol deviations in this study 
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16.2.3 LISTING OF PATIENTS EXCLUDED FROM EFFICACY ANALYSIS BY PATIENT 
 
There were no patients excluded from efficacy analysis in this study 
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16.2.4 LISTING OF DEMOGRAPHIC DATA BY PATIENT 

 

  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  001       007              Placebo       SCREENING      01JAN1950      61  FEMALE   INDIAN      075.0       160.0       29.3       

                                           WEEK 4 (V6)            .       .                       074.0                   28.9       

                                                                                                                                     

  002       005              Arthronat     SCREENING      05MAR1948      63  MALE     INDIAN      074.0       168.0       26.2       

                                           WEEK 4 (V6)            .       .                       074.5                   26.3       

                                                                                                                                     

  003       003              Placebo       SCREENING      01JAN1944      67  FEMALE   INDIAN      081.5       153.0       34.8       

                                           WEEK 4 (V6)            .       .                       081.5                   34.8       

                                                                                                                                     

  004       004              Placebo       SCREENING      10JAN1956      55  FEMALE   INDIAN      60          150.0       26.6       

                                           WEEK 4 (V6)            .       .                       61                      27.11      

                                                                                                                                     

  005       006              Arthronat     SCREENING      14APR1982      29  FEMALE   INDIAN      057.4       152.5       24.7       

                                           WEEK 4 (V6)            .       .                       057.0                   24.6       

                                                                                                                                     

  006       009              Arthronat     SCREENING      06JUN1965      46  FEMALE   INDIAN      057.0       155.0       23.7       

                                           WEEK 4 (V6)            .       .                       057.0                   23.7       

                                                                                                                                     

  007       001              Placebo       SCREENING      01JAN1961      50  MALE     INDIAN      065.0       165.0       23.8       

                                           WEEK 4 (V6)            .       .                       066.0                   23.9       

                                                                                                                                     

  008       008              Arthronat     SCREENING      15FEB1962      49  FEMALE   INDIAN      055.0       165.0       20.2       

                                           WEEK 4 (V6)            .       .                       054.0                   19.8       

                                                                                                                                     

  009       010              Arthronat     SCREENING      01NOV1955      55  FEMALE   INDIAN      075.0       158.0       30.0       

                                           WEEK 4 (V6)            .       .                       076.0                   30.5       

                                                                                                                                     

  010       002              Placebo       SCREENING      13MAY1967      44  FEMALE   INDIAN      064.0       158.0       22.6       

                                           WEEK 4 (V6)            .       .                       065.0                   26.1       

                                                                                                                                     

  011       016              Placebo       SCREENING      06AUG1941      69  MALE     INDIAN      055.0       166.0       19.9       

                                           WEEK 4 (V6)            .       .                       055.0                   19.9       

                                                                                                                                     

  012       011              Arthronat     SCREENING      08AUG1945      65  FEMALE   INDIAN      056.0       155.0       23.3       

                                           WEEK 4 (V6)            .       .                       057                     23.7       

                                                                                                                                     

  013       014              Placebo       SCREENING      14JUL1954      56  MALE     INDIAN      074.0       155.0       30.8       

                                           WEEK 4 (V6)            .       .                       075.0                   31.2       

                                                                                                                                     

  014       013              Arthronat     SCREENING      24JAN1955      56  FEMALE   INDIAN      064.0       153.0       24.08      

                                           WEEK 4 (V6)            .       .                       064.0                   24.08      

                                                                                                                                     

  015       012              Placebo       SCREENING      21JUN1969      41  MALE     INDIAN      077.0       162.0       29.3      
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16.2.4 LISTING OF DEMOGRAPHIC DATA BY PATIENT 

 

  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  015       012              Placebo       WEEK 4 (V6)            .       .                       077.0                   29.3       

                                                                                                                                     

  016       015              Arthronat     SCREENING      01JAN1960      51  FEMALE   INDIAN      066.0       160.0       25.7       

                                           WEEK 4 (V6)            .       .                       066.5                   25.9       

                                                                                                                                     

  018       026              Arthronat     SCREENING      28OCT1959      51  FEMALE   INDIAN      066.0       157.0       26.7       

                                           WEEK 4 (V6)            .       .                       067.0                   27.18      

                                                                                                                                     

  019       018              Arthronat     SCREENING      04MAR1941      70  MALE     INDIAN      085.0       175.0       27.7       

                                           WEEK 4 (V6)            .       .                       084.0                   27.4       

                                                                                                                                     

  020       027              Arthronat     SCREENING      01JAN1970      41  FEMALE   INDIAN      076.0       155.0       31.6       

                                           WEEK 4 (V6)            .       .                       077.0                   32.04      

                                                                                                                                     

  021       023              Arthronat     SCREENING      14APR1969      42  MALE     INDIAN      092.0       178.0       31.8       

                                           WEEK 4 (V6)            .       .                       092.8                   32.1       

                                                                                                                                     

  022       024              Arthronat     SCREENING      12APR1964      47  FEMALE   INDIAN      070.0       157.0       28.39      

                                           WEEK 4 (V6)            .       .                       070.5                   28.6       

                                                                                                                                     

  023       022              Placebo       SCREENING      04MAR1948      63  MALE     INDIAN      060         158.0       24.0       

                                           WEEK 4 (V6)            .       .                       061.0                   24.4       

                                                                                                                                     

  024       020              Arthronat     SCREENING      01JAN1952      59  FEMALE   INDIAN      067.0       155.0       27.8       

                                           WEEK 4 (V6)            .       .                       067.0                   27.8       

                                                                                                                                     

  025       017              Placebo       SCREENING      30MAR1954      57  FEMALE   INDIAN      080.0       165.0       29.3       

                                           WEEK 4 (V6)            .       .                       080.0                   29.3       

                                                                                                                                     

  026       021              Placebo       SCREENING      03JUN1952      59  MALE     INDIAN      080.0       176.0       25.8       

                                           WEEK 4 (V6)            .       .                       080.0                   25.8       

                                                                                                                                     

  027       025              Placebo       SCREENING      05JUN1945      66  MALE     INDIAN      068.0       168.0       24.0       

                                           WEEK 4 (V6)            .       .                       068.8                   24.3       

                                                                                                                                     

  028       019              Placebo       SCREENING      02DEC1956      54  MALE     INDIAN      076.0       172.0       25.6       

                                           WEEK 4 (V6)            .       .                       076.0                   25.6       

                                                                                                                                     

  029       029              Placebo       SCREENING      02MAR1962      49  MALE     INDIAN      064.0       164.0       23.7       

                                           WEEK 4 (V6)            .       .                       064.0                   23.7       

                                                                                                                                     

  030       028              Arthronat     SCREENING      07APR1962      49  MALE     INDIAN      076.0       168.0       26.9       

                                           WEEK 4 (V6)            .       .                       076.0                   26.9      
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16.2.4 LISTING OF DEMOGRAPHIC DATA BY PATIENT 

 

  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

                                                                                                                                     

  031       031              Arthronat     SCREENING      01JAN1950      61  FEMALE   INDIAN      055.0       155.0       22.8       

                                           WEEK 4 (V6)            .       .                       055.0                   22.8       

                                                                                                                                     

  032       032              Placebo       SCREENING      20MAY1960      51  MALE     INDIAN      076.0       175.0       24.8       

                                           WEEK 4 (V6)            .       .                       076.7                   25.0       

                                                                                                                                     

  033       039              Arthronat     SCREENING      13MAR1962      49  FEMALE   INDIAN      065.0       150.0       28.8       

                                           WEEK 4 (V6)            .       .                       064.5                   28.6       

                                                                                                                                     

  034       040              Arthronat     SCREENING      15JUN1945      65  FEMALE   INDIAN      060.0       160.0       23.4       

                                           WEEK 4 (V6)            .       .                       059.0                   23.0       

                                                                                                                                     

  035       038              Placebo       SCREENING      19JUN1969      41  MALE     INDIAN      068.0       168.0       24.0       

                                           WEEK 4 (V6)            .       .                       069.5                   24.6       

                                                                                                                                     

  036       033              Arthronat     SCREENING      01JAN1943      68  FEMALE   INDIAN      070.0       148.0       31.9       

                                           WEEK 4 (V6)            .       .                       070.0                   31.9       

                                                                                                                                     

  037       037              Arthronat     SCREENING      24DEC1943      67  FEMALE   INDIAN      064.0       150.0       28.4       

                                           WEEK 4 (V6)            .       .                       064.6                   28.7       

                                                                                                                                     

  038       035              Placebo       SCREENING      02FEB1960      51  FEMALE   INDIAN      050.0       150.0       22.2       

                                           WEEK 4 (V6)            .       .                       051.0                   22.6       

                                                                                                                                     

  039       034              Placebo       SCREENING      31MAY1969      42  MALE     INDIAN      068.0       185.0       19.8       

                                           WEEK 4 (V6)            .       .                       067.0                   19.5       

                                                                                                                                     

  040       036              Placebo       SCREENING      20MAR1962      49  MALE     INDIAN      078.0       172.0       26.3       

                                           WEEK 4 (V6)            .       .                       078.0                   26.3       

                                                                                                                                     

  041       030              Placebo       SCREENING      18SEP1958      52  MALE     INDIAN      068.0       165.0       22.0       

                                           WEEK 4 (V6)            .       .                       068.0                   22.0       

                                                                                                                                     

  042       050              Arthronat     SCREENING      24JUN1950      60  MALE     INDIAN      086.0       176.0       27.7       

                                           WEEK 4 (V6)            .       .                       086.0                   27.7       

                                                                                                                                     

  043       052              Arthronat     SCREENING      09NOV1956      54  FEMALE   INDIAN      064.0       165.0       23.5       

                                           WEEK 4 (V6)            .       .                       064.0                   23.5       

                                                                                                                                     

  045       043              Arthronat     SCREENING      06MAY1942      69  MALE     INDIAN      064.0       180.0       19.7       

                                           WEEK 4 (V6)            .       .                       065.0                   20.0       
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16.2.4 LISTING OF DEMOGRAPHIC DATA BY PATIENT 

 

  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  046       053              Placebo       SCREENING      23SEP1966      44  FEMALE   INDIAN      076.0       160.0       29.6       

                                           WEEK 4 (V6)            .       .                       076.0                   29.6       

                                                                                                                                     

  047       054              Arthronat     SCREENING      08JUL1959      51  MALE     INDIAN      071.0       165.0       26.0       

                                           WEEK 4 (V6)            .       .                       072.0                   26.4       

                                                                                                                                     

  048       055              Placebo       SCREENING      18JUL1961      49  FEMALE   INDIAN      065.0       160.0       25.3       

                                           WEEK 4 (V6)            .       .                       065.0                   25.3       

                                                                                                                                     

  049       056              Arthronat     SCREENING      09FEB1964      47  FEMALE   INDIAN      065.0       155.0       27.0       

                                           WEEK 4 (V6)            .       .                       065.0                   27.0       

                                                                                                                                     

  050       046              Arthronat     SCREENING      10MAY1958      53  FEMALE   INDIAN      058.0       154.0       24.4       

                                           WEEK 4 (V6)            .       .                       058.0                   24.4       

                                                                                                                                     

  051       049              Placebo       SCREENING      02FEB1964      47  MALE     INDIAN      076.0       170.0       26.2       

                                           WEEK 4 (V6)            .       .                       076.0                   26.2       

                                                                                                                                     

  052       048              Placebo       SCREENING      01JAN1942      69  FEMALE   INDIAN      052.0       150.0       23.1       

                                           WEEK 4 (V6)            .       .                       052.0                   23.1       

                                                                                                                                     

  053       047              Placebo       SCREENING      10OCT1943      67  MALE     INDIAN      066.0       155.0       27.4       

                                           WEEK 4 (V6)            .       .                       066.0                   27.4       

                                                                                                                                     

  054       042              Arthronat     SCREENING      02FEB1948      63  FEMALE   INDIAN      068.0       162.0       25.9       

                                           WEEK 4 (V6)            .       .                       068.0                   25.9       

                                                                                                                                     

  055       041              Placebo       SCREENING      07JUL1980      30  MALE     INDIAN      084.0       172.0       28.3       

                                           WEEK 4 (V6)            .       .                       084.0                   28.3       

                                                                                                                                     

  056       051              Arthronat     SCREENING      03JUN1952      59  FEMALE   INDIAN      069.0       156.0       28.3       

                                           WEEK 4 (V6)            .       .                       069.0                   28.3       

                                                                                                                                     

  057       044              Placebo       SCREENING      12NOV1950      60  MALE     INDIAN      075.0       168.0       26.5       

                                           WEEK 4 (V6)            .       .                       075.0                   26.5       

                                                                                                                                     

  058       045              Arthronat     SCREENING      05JUN1957      54  FEMALE   INDIAN      086.0       152.0       37.2       

                                           WEEK 4 (V6)            .       .                       086.0                   37.2       

                                                                                                                                     

  059       066              Placebo       SCREENING      06JUN1975      36  FEMALE   INDIAN      41.0        150.0       18.2       

                                           WEEK 4 (V6)            .       .                       041.0                   18.2       

                                                                                                                                     

  060       071              Arthronat     SCREENING      17JAN1953      58  FEMALE   INDIAN      077.0       155.0       32.0      
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  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  060       071              Arthronat     WEEK 4 (V6)            .       .                       077.0                   32.0       

                                                                                                                                     

  061       057              Placebo       SCREENING      01JAN1967      44  FEMALE   INDIAN      050.0       157.0       20.2       

                                           WEEK 4 (V6)            .       .                       051.0                   20.6       

                                                                                                                                     

  062       063              Placebo       SCREENING      06JUN1966      45  FEMALE   INDIAN      045.0       154.0       18.9       

                                           WEEK 4 (V6)            .       .                       045.0                   18.9       

                                                                                                                                     

  063       070              Placebo       SCREENING      04JUN1983      28  FEMALE   INDIAN      078.0       160.0       30.4       

                                           WEEK 4 (V6)            .       .                       078.0                   30.4       

                                                                                                                                     

  064       073              Placebo       SCREENING      05MAY1965      46  FEMALE   INDIAN      071.0       162.0       27.0       

                                           WEEK 4 (V6)            .       .                       071.8                   27.3       

                                                                                                                                     

  065       067              Placebo       SCREENING      02JUN1963      48  FEMALE   INDIAN      053.0       158.0       21.2       

                                           WEEK 4 (V6)            .       .                       054.0                   21.6       

                                                                                                                                     

  066       059              Placebo       SCREENING      01JAN1955      56  FEMALE   INDIAN      060.0       150.0       26.6       

                                           WEEK 4 (V6)            .       .                       060.0                   26.6       

                                                                                                                                     

  067       075              Placebo       SCREENING      15JUN1969      41  FEMALE   INDIAN      056.0       150.0       24.8       

                                           WEEK 4 (V6)            .       .                       056.0                   24.8       

                                                                                                                                     

  068       061              Placebo       SCREENING      01MAY1948      63  FEMALE   INDIAN      055.0       154.0       23.1       

                                           WEEK 4 (V6)            .       .                       056.0                   23.6       

                                                                                                                                     

  069       072              Arthronat     SCREENING      15JUN1958      52  MALE     INDIAN      065.0       156.0       26.7       

                                           WEEK 4 (V6)            .       .                       065.0                   26.7       

                                                                                                                                     

  070       068              Arthronat     SCREENING      03MAY1958      53  FEMALE   INDIAN      070.0       150.0       31.1       

                                           WEEK 4 (V6)            .       .                       071.0                   31.5       

                                                                                                                                     

  071       065              Arthronat     SCREENING      06APR1950      61  FEMALE   INDIAN      066.0       155.0       27.4       

                                           WEEK 4 (V6)            .       .                       066.0                   27.4       

                                                                                                                                     

  072       060              Arthronat     SCREENING      08SEP1968      42  MALE     INDIAN      066         156.0       27.1       

                                           WEEK 4 (V6)            .       .                       67.0                    27.5       

                                                                                                                                     

  073       062              Arthronat     SCREENING      16SEP1943      67  MALE     INDIAN      071.0       168.0       25.1       

                                           WEEK 4 (V6)            .       .                       071.5                   25.3       

                                                                                                                                     

  074       058              Placebo       SCREENING      15JUL1950      60  MALE     INDIAN      074.0       168.0       26.2       

                                           WEEK 4 (V6)            .       .                       074.5                   26.3      
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  Patient   Randomization                                 Date of                                                         BMI        

  number    number           Treatment     Visit name     birth        Age   Gender   Race        Weight(kg)  Height(cm)  (kg/m2)    

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

                                                                                                                                     

  075       064              Arthronat     SCREENING      07MAR1960      51  FEMALE   INDIAN      056.0       150.0       24.8       

                                           WEEK 4 (V6)            .       .                       057.0                   25.3       

                                                                                                                                     

  076       069              Arthronat     SCREENING      15JUN1966      44  MALE     INDIAN      63.0        165.0       23.1       

                                           WEEK 4 (V6)            .       .                       063.0                   23.1       

                                                                                                                                     

  077       074              Arthronat     SCREENING      10JUL1953      57  MALE     INDIAN      066.0       156.0       27.1       

                                           WEEK 4 (V6)            .       .                       066.0                   27.1       

                                                                                                                                     

  078       079              Arthronat     SCREENING      12APR1945      66  MALE     INDIAN      064.0       164.0       23.7       

                                           WEEK 4 (V6)            .       .                       064.0                   23.7       

                                                                                                                                     

  079       077              Arthronat     SCREENING      08JUL1950      60  FEMALE   INDIAN      048.0       150.0       21.3       

                                           WEEK 4 (V6)            .       .                       048.0                   21.3       

                                                                                                                                     

  080       076              Placebo       SCREENING      02JUL1961      49  FEMALE   INDIAN      050.0       150.0       22.2       

                                           WEEK 4 (V6)            .       .                       051.0                   22.6       

                                                                                                                                     

  081       078              Placebo       SCREENING      25AUG1956      54  FEMALE   INDIAN      056.0       155.0       23.3       

                                           WEEK 4 (V6)            .       .                       056.0                   23.3       

                                                                                                                                     

  082       080              Placebo       SCREENING      13FEB1958      53  MALE     INDIAN      079.0       195.0       20.7       

                                           WEEK 4 (V6)            .       .                       080.0                   21.0       
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  Patient   Randomization                                Run-in medications                                      Total No. of run-in    

  number    number           Treatment     Visit name    dispensed to the subject   If no, reason    Date        medications dispensed  

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  001       007              Placebo       BASELINE      YES                                         14JUL2010   042                    

                                                                                                                                        

  002       005              Arthronat     BASELINE      YES                                         14JUL2010   042                    

                                                                                                                                        

  003       003              Placebo       BASELINE      YES                                         14JUL2010   042                    

                                                                                                                                        

  004       004              Placebo       BASELINE      YES                                         14JUL2010   042                    

                                                                                                                                        

  005       006              Arthronat     BASELINE      YES                                         14JUL2010   042                    

                                                                                                                                        

  006       009              Arthronat     BASELINE      YES                                         15JUL2010   042                    

                                                                                                                                        

  007       001              Placebo       BASELINE      YES                                         15JUL2010   042                    

                                                                                                                                        

  008       008              Arthronat     BASELINE      YES                                         15JUL2010   042                    

                                                                                                                                        

  009       010              Arthronat     BASELINE      YES                                         15JUL2010   042                    

                                                                                                                                        

  010       002              Placebo       BASELINE      YES                                         15JUL2010   042                    

                                                                                                                                        

  011       016              Placebo       BASELINE      YES                                         19JUL2010   042                    

                                                                                                                                        

  012       011              Arthronat     BASELINE      YES                                         19JUL2010   042                    

                                                                                                                                        

  013       014              Placebo       BASELINE      YES                                         19JUL2010   042                    

                                                                                                                                        

  014       013              Arthronat     BASELINE      YES                                         20JUL2010   042                    

                                                                                                                                        

  015       012              Placebo       BASELINE      YES                                         20JUL2010   042                    

                                                                                                                                        

  016       015              Arthronat     BASELINE      YES                                         20JUL2010   042                    

                                                                                                                                        

  018       026              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  019       018              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  020       027              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  021       023              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  022       024              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                       



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                   Total number of run     Total number of run                            

  Patient   Randomization                  Total number of run     in medications          in medications          Percentage run in      

  number    number           Treatment     in medications lost     returned                consumed                medications compliance 

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  001       007              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  002       005              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  003       003              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  004       004              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  005       006              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  006       009              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  007       001              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  008       008              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  009       010              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  010       002              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  011       016              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  012       011              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  013       014              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  014       013              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  015       012              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  016       015              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  018       026              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  019       018              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  020       027              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  021       023              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  022       024              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                         



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                                                                                        

  Patient   Randomization                                Run-in medications                                      Total No. of run-in    

  number    number           Treatment     Visit name    dispensed to the subject   If no, reason    Date        medications dispensed  

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  023       022              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  024       020              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  025       017              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  026       021              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  027       025              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  028       019              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  029       029              Placebo       BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  030       028              Arthronat     BASELINE      YES                                         27JUL2010   042                    

                                                                                                                                        

  031       031              Arthronat     BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  032       032              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  033       039              Arthronat     BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  034       040              Arthronat     BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  035       038              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  036       033              Arthronat     BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  037       037              Arthronat     BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  038       035              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  039       034              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  040       036              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  041       030              Placebo       BASELINE      YES                                         02AUG2010   042                    

                                                                                                                                        

  042       050              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  043       052              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                       



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                   Total number of run     Total number of run                            

  Patient   Randomization                  Total number of run     in medications          in medications          Percentage run in      

  number    number           Treatment     in medications lost     returned                consumed                medications compliance 

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  023       022              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  024       020              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  025       017              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  026       021              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  027       025              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  028       019              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  029       029              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  030       028              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  031       031              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  032       032              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  033       039              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  034       040              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  035       038              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  036       033              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  037       037              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  038       035              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  039       034              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  040       036              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  041       030              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  042       050              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  043       052              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                         



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                                                                                        

  Patient   Randomization                                Run-in medications                                      Total No. of run-in    

  number    number           Treatment     Visit name    dispensed to the subject   If no, reason    Date        medications dispensed  

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  045       043              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  046       053              Placebo       BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  047       054              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  048       055              Placebo       BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  049       056              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  050       046              Arthronat     BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  051       049              Placebo       BASELINE      YES                                         31AUG2010   042                    

                                                                                                                                        

  052       048              Placebo       BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  053       047              Placebo       BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  054       042              Arthronat     BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  055       041              Placebo       BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  056       051              Arthronat     BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  057       044              Placebo       BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  058       045              Arthronat     BASELINE      YES                                         02SEP2010   042                    

                                                                                                                                        

  059       066              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  060       071              Arthronat     BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  061       057              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  062       063              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  063       070              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  064       073              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  065       067              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                       



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                   Total number of run     Total number of run                            

  Patient   Randomization                  Total number of run     in medications          in medications          Percentage run in      

  number    number           Treatment     in medications lost     returned                consumed                medications compliance 

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  045       043              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  046       053              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  047       054              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  048       055              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  049       056              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  050       046              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  051       049              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  052       048              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  053       047              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  054       042              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  055       041              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  056       051              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  057       044              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  058       045              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  059       066              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  060       071              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  061       057              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  062       063              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  063       070              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  064       073              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  065       067              Placebo       000                     000                     042                     100.0                  

                                                                                                                                         



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                                                                                        

  Patient   Randomization                                Run-in medications                                      Total No. of run-in    

  number    number           Treatment     Visit name    dispensed to the subject   If no, reason    Date        medications dispensed  

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  066       059              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  067       075              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  068       061              Placebo       BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  069       072              Arthronat     BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  070       068              Arthronat     BASELINE      YES                                         14SEP2010   042                    

                                                                                                                                        

  071       065              Arthronat     BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  072       060              Arthronat     BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  073       062              Arthronat     BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  074       058              Placebo       BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  075       064              Arthronat     BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  076       069              Arthronat     BASELINE      YES                                         16SEP2010   042                    

                                                                                                                                        

  077       074              Arthronat     BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                        

  078       079              Arthronat     BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                        

  079       077              Arthronat     BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                        

  080       076              Placebo       BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                        

  081       078              Placebo       BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                        

  082       080              Placebo       BASELINE      YES                                         28SEP2010   042                    

                                                                                                                                       



MA-CT-10-002 

16.2.5 LISTING OF RUN-IN PERIOD MEDICATIONS DISPENSING AND REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                   Total number of run     Total number of run                            

  Patient   Randomization                  Total number of run     in medications          in medications          Percentage run in      

  number    number           Treatment     in medications lost     returned                consumed                medications compliance 

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  066       059              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  067       075              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  068       061              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  069       072              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  070       068              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  071       065              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  072       060              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  073       062              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  074       058              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  075       064              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  076       069              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  077       074              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  078       079              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  079       077              Arthronat     000                     000                     042                     100.0                  

                                                                                                                                          

  080       076              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  081       078              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          

  082       080              Placebo       000                     000                     042                     100.0                  

                                                                                                                                          



 
 
 
 
 
 
 
 

 

 
 
 
 
 
 

APPENDIX 16.2.5.2 
 

Treatment Period: Review of 
Compliance by Patient 



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  001       007              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  002       005              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  003       003              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  004       004              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  005       006              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  006       009              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  007       001              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  008       008              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  009       010              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  001       007              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  002       005              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  003       003              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  004       004              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  005       006              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  006       009              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  007       001              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  008       008              Arthronat     100                       

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  009       010              Arthronat     100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  009       010              Arthronat     WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  010       002              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  011       016              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  012       011              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  013       014              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  014       013              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  015       012              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  016       015              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  018       026              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  009       010              Arthronat     100.0                     

                                           100.0                     

                                                                     

  010       002              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  011       016              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  012       011              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  013       014              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  014       013              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  015       012              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  016       015              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  018       026              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

                                                                                                                                         

  019       018              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  020       027              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  021       023              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  022       024              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  023       022              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  024       020              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  025       017              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  026       021              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  027       025              Placebo       WEEK 1 (V3)   000                        000                        042                      



MA-CT-10-002 

 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

                                                                     

  019       018              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  020       027              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  021       023              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  022       024              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  023       022              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  024       020              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  025       017              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  026       021              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  027       025              Placebo       100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  027       025              Placebo       WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  028       019              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  029       029              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  030       028              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  031       031              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  032       032              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  033       039              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  034       040              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  035       038              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  027       025              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  028       019              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  029       029              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  030       028              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  031       031              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  032       032              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  033       039              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  034       040              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  035       038              Placebo       100.0                     

                                           100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  035       038              Placebo       WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  036       033              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  037       037              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  038       035              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  039       034              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  040       036              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  041       030              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  042       050              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  043       052              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                        



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  035       038              Placebo       100.0                     

                                                                     

  036       033              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  037       037              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  038       035              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  039       034              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  040       036              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  041       030              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  042       050              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  043       052              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  045       043              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  046       053              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  047       054              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  048       055              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  049       056              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  050       046              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  051       049              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  052       048              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  053       047              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  045       043              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  046       053              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  047       054              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  048       055              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  049       056              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  050       046              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  051       049              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  052       048              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  053       047              Placebo       100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  053       047              Placebo       WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  054       042              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  055       041              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  056       051              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  057       044              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  058       045              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  059       066              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  060       071              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  061       057              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  053       047              Placebo       100.0                     

                                           100.0                     

                                                                     

  054       042              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  055       041              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  056       051              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  057       044              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  058       045              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  059       066              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  060       071              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  061       057              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

                                                                                                                                         

  062       063              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  063       070              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  064       073              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  065       067              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  066       059              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  067       075              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  068       061              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  069       072              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  070       068              Arthronat     WEEK 1 (V3)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

                                                                     

  062       063              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  063       070              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  064       073              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  065       067              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  066       059              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  067       075              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  068       061              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  069       072              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  070       068              Arthronat     100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  070       068              Arthronat     WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  071       065              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  072       060              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  073       062              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  074       058              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  075       064              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  076       069              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        000                        042                       

                                                                                                                                         

  077       074              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                         

  078       079              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                      



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  070       068              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  071       065              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  072       060              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  073       062              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  074       058              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  075       064              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  076       069              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100.0                     

                                                                     

  077       074              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100                       

                                                                     

  078       079              Arthronat     100.0                     

                                           100.0                     

                                           100.0                    



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

 

                                                         Total number of study      Total number of study      Total number of study     

  Patient   Randomization                                medications returned       medications lost from      medication consumed from  

  number    number           Treatment     Visit name    from the prior visit       the prior visit            the prior visit           

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  078       079              Arthronat     WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                         

  079       077              Arthronat     WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                         

  080       076              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                         

  081       078              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                         

  082       080              Placebo       WEEK 1 (V3)   000                        000                        042                       

                                           WEEK 2 (V4)   000                        000                        042                       

                                           WEEK 3 (V5)   000                        000                        042                       

                                           WEEK 4 (V6)   000                        006                        036                       

                                                                                                                                        



MA-CT-10-002 

16.2.5.2 TREATMENT PERIOD: LISTING OF REVIEW OF COMPLIANCE BY PATIENT 

                                                                     

  Patient   Randomization                  Percentage study          

  number    number           Treatment     medications compliance    

  ------------------------------------------------------------------ 

                                                                     

  078       079              Arthronat     100                       

                                                                     

  079       077              Arthronat     100.0                     

                                           100.0                     

                                           100.0                     

                                           100                       

                                                                     

  080       076              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100                       

                                                                     

  081       078              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100                       

                                                                     

  082       080              Placebo       100.0                     

                                           100.0                     

                                           100.0                     

                                           100                       
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APPENDIX 16.2.6.1 
 

Visual Analogue Scale for Pain by Patient 



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  001       007              Placebo       BASELINE      23JUL2010   YES                               85.0       

                                           SCREENING     14JUL2010   YES                               50.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               86.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               82.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               86.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               80.0       

                                                                                                                  

  002       005              Arthronat     BASELINE      23JUL2010   YES                               75.0       

                                           SCREENING     14JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               70.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               60.0       

                                                                                                                  

  003       003              Placebo       BASELINE      23JUL2010   YES                               75.0       

                                           SCREENING     14JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               70.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               60.0       

                                                                                                                  

  004       004              Placebo       BASELINE      23JUL2010   YES                               60.0       

                                           SCREENING     14JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               70.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               75.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               80.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               80.0       

                                                                                                                  

  005       006              Arthronat     BASELINE      23JUL2010   YES                               60.5       

                                           SCREENING     14JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               70.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               65.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               70.0       

                                                                                                                  

  006       009              Arthronat     BASELINE      23JUL2010   YES                               60.0       

                                           SCREENING     15JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               65.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               80.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               80.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

                                                                                                                  

  007       001              Placebo       BASELINE      23JUL2010   YES                               60.0       

                                           SCREENING     15JUL2010   YES                               50.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               66.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               78.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               73.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               70.0       

                                                                                                                  

  008       008              Arthronat     BASELINE      23JUL2010   YES                               50.0       

                                           SCREENING     15JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               80.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               90.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               80.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               80.0       

                                                                                                                  

  009       010              Arthronat     BASELINE      23JUL2010   YES                               70.0       

                                           SCREENING     15JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               62.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               64.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               65.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               65.0       

                                                                                                                  

  010       002              Placebo       BASELINE      23JUL2010   YES                               50.0       

                                           SCREENING     15JUL2010   YES                               50.0       

                                           WEEK 1 (V3)   30JUL2010   YES                               80.0       

                                           WEEK 2 (V4)   06AUG2010   YES                               80.0       

                                           WEEK 3 (V5)   13AUG2010   YES                               80.0       

                                           WEEK 4 (V6)   21AUG2010   YES                               80.0       

                                                                                                                  

  011       016              Placebo       BASELINE      28JUL2010   YES                               80.0       

                                           SCREENING     19JUL2010   YES                               80.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               75.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               80.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               75.0       

                                           WEEK 4 (V6)   25AUG2010   YES                               80.0       

                                                                                                                  

  012       011              Arthronat     BASELINE      28JUL2010   YES                               80.0       

                                           SCREENING     19JUL2010   YES                               75.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               80.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               75.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               80.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  012       011              Arthronat     WEEK 4 (V6)   25AUG2010   YES                               75.0       

                                                                                                                  

  013       014              Placebo       BASELINE      28JUL2010   YES                               86.0       

                                           SCREENING     19JUL2010   YES                               95.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               88.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               90.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               90.0       

                                           WEEK 4 (V6)   25AUG2010   YES                               80.0       

                                                                                                                  

  014       013              Arthronat     BASELINE      28JUL2010   YES                               70.0       

                                           SCREENING     20JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               70.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   25AUG2010   YES                               80.0       

                                                                                                                  

  015       012              Placebo       BASELINE      28JUL2010   YES                               50.0       

                                           SCREENING     20JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               60.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   25AUG2010   YES                               60.0       

                                                                                                                  

  016       015              Arthronat     BASELINE      28JUL2010   YES                               60.0       

                                           SCREENING     20JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   04AUG2010   YES                               55.0       

                                           WEEK 2 (V4)   11AUG2010   YES                               50.0       

                                           WEEK 3 (V5)   18AUG2010   YES                               45.0       

                                           WEEK 4 (V6)   25AUG2010   YES                               50.0       

                                                                                                                  

  018       026              Arthronat     BASELINE      04AUG2010   YES                               75.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               55.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               60.0       

                                                                                                                  

  019       018              Arthronat     BASELINE      04AUG2010   YES                               60         

                                           SCREENING     27JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               55.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               55.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  019       018              Arthronat     WEEK 3 (V5)   25AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               60.0       

                                                                                                                  

  020       027              Arthronat     BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               65.0       

                                                                                                                  

  021       023              Arthronat     BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               60.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               50.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               50.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               50.0       

                                                                                                                  

  022       024              Arthronat     BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               60.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               55.0       

                                                                                                                  

  023       022              Placebo       BASELINE      04AUG2010   YES                               60.0       

                                           SCREENING     27JUL2010   YES                               60.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               70.0       

                                                                                                                  

  024       020              Arthronat     BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               80.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               80.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               80.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               75.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               75.0       

                                                                                                                  

  025       017              Placebo       BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               70.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  025       017              Placebo       WEEK 2 (V4)   18AUG2010   YES                               70.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               70.0       

                                                                                                                  

  026       021              Placebo       BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               73.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               70         

                                           WEEK 3 (V5)   25AUG2010   YES                               75.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               65.0       

                                                                                                                  

  027       025              Placebo       BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               67.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               67.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               65.0       

                                                                                                                  

  028       019              Placebo       BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               70.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               70.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               65.0       

                                                                                                                  

  029       029              Placebo       BASELINE      04AUG2010   YES                               70.0       

                                           SCREENING     27JUL2010   YES                               70.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               75.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               75.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               75.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               70.0       

                                                                                                                  

  030       028              Arthronat     BASELINE      04AUG2010   YES                               75.0       

                                           SCREENING     27JUL2010   YES                               75.0       

                                           WEEK 1 (V3)   11AUG2010   YES                               70.0       

                                           WEEK 2 (V4)   18AUG2010   YES                               74.0       

                                           WEEK 3 (V5)   25AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   01SEP2010   YES                               65.0       

                                                                                                                  

  031       031              Arthronat     BASELINE      10AUG2010   YES                               70.0       

                                           SCREENING     02AUG2010   YES                               70.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  031       031              Arthronat     WEEK 1 (V3)   17AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               55.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               50.0       

                                                                                                                  

  032       032              Placebo       BASELINE      10AUG2010   YES                               60.0       

                                           SCREENING     02AUG2010   YES                               60.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               65.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               63.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               60.0       

                                                                                                                  

  033       039              Arthronat     BASELINE      10AUG2010   YES                               70.0       

                                           SCREENING     02AUG2010   YES                               70.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               60.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               60.0       

                                                                                                                  

  034       040              Arthronat     BASELINE      10AUG2010   YES                               80.0       

                                           SCREENING     02AUG2010   YES                               90.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               80.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               75.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               70.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               65.0       

                                                                                                                  

  035       038              Placebo       BASELINE      10AUG2010   YES                               60.0       

                                           SCREENING     02AUG2010   YES                               60.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               60.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               58.0       

                                           WEEK 4 (V6)   03SEP2010   YES                               60.0       

                                                                                                                  

  036       033              Arthronat     BASELINE      10AUG2010   YES                               75.0       

                                           SCREENING     02AUG2010   YES                               70.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               66.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               55.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               50.0       

                                                                                                                  

  037       037              Arthronat     BASELINE      10AUG2010   YES                               65.0      
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16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  037       037              Arthronat     SCREENING     02AUG2010   YES                               60.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               65.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               55.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               50.0       

                                                                                                                  

  038       035              Placebo       BASELINE      10AUG2010   YES                               72.0       

                                           SCREENING     02AUG2010   YES                               70.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               66.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               55.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               50.0       

                                                                                                                  

  039       034              Placebo       BASELINE      10AUG2010   YES                               75.0       

                                           SCREENING     02AUG2010   YES                               80.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               80.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               60.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               60.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               60.0       

                                                                                                                  

  040       036              Placebo       BASELINE      10AUG2010   YES                               75.0       

                                           SCREENING     02AUG2010   YES                               80.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               78.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               76.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               78.0       

                                           WEEK 4 (V6)   07SEP2010   YES                               75.0       

                                                                                                                  

  041       030              Placebo       BASELINE      10AUG2010   YES                               78.0       

                                           SCREENING     02AUG2010   YES                               80.0       

                                           WEEK 1 (V3)   17AUG2010   YES                               74.0       

                                           WEEK 2 (V4)   24AUG2010   YES                               70.0       

                                           WEEK 3 (V5)   31AUG2010   YES                               65.0       

                                           WEEK 4 (V6)   07AUG2010   YES                               60.0       

                                                                                                                  

  042       050              Arthronat     BASELINE      13SEP2010   YES                               50.0       

                                           SCREENING     31AUG2010   YES                               50.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               45.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               45.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               40.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               40.0       
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16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  043       052              Arthronat     BASELINE      13SEP2010   YES                               80.0       

                                           SCREENING     31AUG2010   YES                               80.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               75.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               70.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               55.0       

                                                                                                                  

  045       043              Arthronat     BASELINE      13SEP2010   YES                               60.0       

                                           SCREENING     31AUG2010   YES                               60.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               55.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               50.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               48.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               40.0       

                                                                                                                  

  046       053              Placebo       BASELINE      13SEP2010   YES                               70.0       

                                           SCREENING     31AUG2010   YES                               70.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               68.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               66.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               64.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               60.0       

                                                                                                                  

  047       054              Arthronat     BASELINE      13SEP2010   YES                               75.0       

                                           SCREENING     31AUG2010   YES                               75.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               70.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               65.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               55.0       

                                                                                                                  

  048       055              Placebo       BASELINE      13SEP2010   YES                               80.0       

                                           SCREENING     31AUG2010   YES                               80.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               75.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               70.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               60.0       

                                                                                                                  

  049       056              Arthronat     BASELINE      13SEP2010   YES                               60.0       

                                           SCREENING     31AUG2010   YES                               60.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               55.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               50.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               45.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               40.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

                                                                                                                  

  050       046              Arthronat     BASELINE      13SEP2010   YES                               80.0       

                                           SCREENING     31AUG2010   YES                               85.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               75.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               70.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               55.0       

                                                                                                                  

  051       049              Placebo       BASELINE      13SEP2010   YES                               65.0       

                                           SCREENING     31AUG2010   YES                               65.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               60.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               60.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               55.0       

                                                                                                                  

  052       048              Placebo       BASELINE      13SEP2010   YES                               78.0       

                                           SCREENING     02SEP2010   YES                               80.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               80.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               77.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               75.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               70.0       

                                                                                                                  

  053       047              Placebo       BASELINE      13SEP2010   YES                               60.0       

                                           SCREENING     02SEP2010   YES                               60.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               58.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               55.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               53.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               50.0       

                                                                                                                  

  054       042              Arthronat     BASELINE      13SEP2010   YES                               80.0       

                                           SCREENING     02SEP2010   YES                               80.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               75.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               70.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               50.0       

                                                                                                                  

  055       041              Placebo       BASELINE      13SEP2010   YES                               70.0       

                                           SCREENING     02SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               72.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               68.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               65.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  055       041              Placebo       WEEK 4 (V6)   11OCT2010   YES                               60.0       

                                                                                                                  

  056       051              Arthronat     BASELINE      13SEP2010   YES                               70.0       

                                           SCREENING     02SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               65.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               60.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               50.0       

                                                                                                                  

  057       044              Placebo       BASELINE      13SEP2010   YES                               75.0       

                                           SCREENING     02SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               70.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               68.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               67.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               65.0       

                                                                                                                  

  058       045              Arthronat     BASELINE      13SEP2010   YES                               60.0       

                                           SCREENING     02SEP2010   YES                               60.0       

                                           WEEK 1 (V3)   20SEP2010   YES                               55.0       

                                           WEEK 2 (V4)   27SEP2010   YES                               50.0       

                                           WEEK 3 (V5)   04OCT2010   YES                               45.0       

                                           WEEK 4 (V6)   11OCT2010   YES                               40.0       

                                                                                                                  

  059       066              Placebo       BASELINE      27SEP2010   YES                               70.0       

                                           SCREENING     14SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               60.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  060       071              Arthronat     BASELINE      27SEP2010   YES                               60.0       

                                           SCREENING     14SEP2010   YES                               65.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               60.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               50.0       

                                                                                                                  

  061       057              Placebo       BASELINE      27SEP2010   YES                               60         

                                           SCREENING     14SEP2010   YES                               60.0       

                                           WEEK 1 (V3)   04SEP2010   YES                               58.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               55.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  061       057              Placebo       WEEK 3 (V5)   18OCT2010   YES                               52.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               50.0       

                                                                                                                  

  062       063              Placebo       BASELINE      27SEP2010   YES                               70.0       

                                           SCREENING     14SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               70.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  063       070              Placebo       BASELINE      27SEP2010   YES                               75.0       

                                           SCREENING     14SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               70.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               72.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               75.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               65.0       

                                                                                                                  

  064       073              Placebo       BASELINE      27SEP2010   YES                               75.0       

                                           SCREENING     14SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               70.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               75.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               72.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  065       067              Placebo       BASELINE      27SEP2010   YES                               80.0       

                                           SCREENING     14SEP2010   YES                               80.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               78.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               72.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               70.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  066       059              Placebo       BASELINE      27SEP2010   YES                               65.0       

                                           SCREENING     14SEP2010   YES                               60.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               65.0       

                                                                                                                  

  067       075              Placebo       BASELINE      27SEP2010   YES                               75.0       

                                           SCREENING     14SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               72.0      
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                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  067       075              Placebo       WEEK 2 (V4)   11OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  068       061              Placebo       BASELINE      27SEP2010   YES                               76.0       

                                           SCREENING     14SEP2010   YES                               78.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               75.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               76.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               76.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               74.0       

                                                                                                                  

  069       072              Arthronat     BASELINE      27SEP2010   YES                               60.0       

                                           SCREENING     14SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               62.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               63.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               65.0       

                                                                                                                  

  070       068              Arthronat     BASELINE      27SEP2010   YES                               70.0       

                                           SCREENING     14SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               60.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               50.0       

                                                                                                                  

  071       065              Arthronat     BASELINE      27SEP2010   YES                               65.0       

                                           SCREENING     16SEP2010   YES                               65.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               60.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               55.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               50.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               40.0       

                                                                                                                  

  072       060              Arthronat     BASELINE      27SEP2010   YES                               75.0       

                                           SCREENING     16SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               70.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               60.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               55.0       

                                                                                                                  

  073       062              Arthronat     BASELINE      27SEP2010   YES                               60.0       

                                           SCREENING     16SEP2010   YES                               60.0      



MA-CT-10-002 

16.2.6.1 VISUAL ANALOGUE SCALE FOR PAIN  BY PATIENT 

 

                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  073       062              Arthronat     WEEK 1 (V3)   04OCT2010   YES                               55.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               50.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               45.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               40.0       

                                                                                                                  

  074       058              Placebo       BASELINE      27SEP2010   YES                               70.0       

                                           SCREENING     16SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               65.0       

                                                                                                                  

  075       064              Arthronat     BASELINE      27SEP2010   YES                               60.0       

                                           SCREENING     16SEP2010   YES                               63.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               60.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               58.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               50.0       

                                                                                                                  

  076       069              Arthronat     BASELINE      27SEP2010   YES                               70.0       

                                           SCREENING     16SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   04OCT2010   YES                               68.0       

                                           WEEK 2 (V4)   11OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   18OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   25OCT2010   YES                               60.0       

                                                                                                                  

  077       074              Arthronat     BASELINE      06OCT2010   YES                               70.0       

                                           SCREENING     28SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               60.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               50.0       

                                                                                                                  

  078       079              Arthronat     BASELINE      06OCT2010   YES                               70.0       

                                           SCREENING     28SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               65.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               65.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               65.0       

                                                                                                                  

  079       077              Arthronat     BASELINE      06OCT2010   YES                               70.0      
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                                                                     Intensity of pain                            

                                                                     measured on the                   Visual     

  Patient   Randomization                                Date of     Visual Analogue       If no,      analogue   

  number    number           Treatment     Visit name    visit       Scale                 reason      score      

  --------------------------------------------------------------------------------------------------------------- 

                                                                                                                  

  079       077              Arthronat     SCREENING     28SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               65.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               60.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               55.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               50.0       

                                                                                                                  

  080       076              Placebo       BASELINE      06OCT2010   YES                               70.0       

                                           SCREENING     28SEP2010   YES                               70.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               68.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               70.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               70.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               70.0       

                                                                                                                  

  081       078              Placebo       BASELINE      06OCT2010   YES                               75.0       

                                           SCREENING     28SEP2010   YES                               75.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               75.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               73.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               72.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               70.0       

                                                                                                                  

  082       080              Placebo       BASELINE      06OCT2010   YES                               68.0       

                                           SCREENING     28SEP2010   YES                               68.0       

                                           WEEK 1 (V3)   13OCT2010   YES                               72.0       

                                           WEEK 2 (V4)   20OCT2010   YES                               72.0       

                                           WEEK 3 (V5)   27OCT2010   YES                               70.0       

                                           WEEK 4 (V6)   02NOV2010   YES                               70.0       
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Womac Index Questionnaire for Hip and 
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16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  001       007              Placebo       BASELINE         N-V       23JUL2010   NA                                              

                                           SCREENING        N-V       14JUL2010   NA                                              

                                           WEEK 1 (V3)      N-V       30JUL2010   NA                                              

                                           WEEK 2 (V4)      N-V       06AUG2010   NA                                              

                                           WEEK 3 (V5)      N-V       13AUG2010   NA                                              

                                           WEEK 4 (V6)      N-V       21AUG2010   NA                                              

                                                                                                                                  

  002       005              Arthronat     BASELINE         AVK       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        AVK       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                           
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  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  001       007              Placebo                                                                  

                                                                                                      

                                                                                                      

                                                                                                      

                                                                                                      

                                                                                                      

                                                                                                      

  002       005              Arthronat     WALKING               MODERATE     009         030         

                                           STAIR CLIMBING        MODERATE     009         030         

                                           NOCTURNAL             MODERATE     009         030         

                                           REST                  SLIGHT       009         030         

                                           WEIGHT BEARING        MODERATE     009         030         

                                           MORNING STIFFNESS     MODERATE     002         030         

                                           STIFFNESS IN THE      NONE         002         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     019         030         

                                           ASCENDING STAIRS      SLIGHT       019         030         

                                           RISING FROM SITTING   MODERATE     019         030         

                                           STANDING              SLIGHT       019         030         

                                           BENDING TO FLOOR      MODERATE     019         030         

                                           WALKING ON FLAT       NONE         019         030         

                                           GETTING IN & OUT OF   SLIGHT       019         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       019         030         

                                           PUTTING ON SOCKS      SLIGHT       019         030         

                                           RISING FROM BED       SLIGHT       019         030         

                                           TAKING OFF SOCKS      NONE         019         030         

                                           LYING IN BED          NONE         019         030         

                                           SITTING               MODERATE     019         030         

                                           TOILETING             MODERATE     019         030         

                                           GETTING ON OR OFF     MODERATE     019         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       019         030         

                                           LIGHT DOMESTIC WORK   NONE         019         030         

                                           WALKING               MODERATE     009         031         

                                           STAIR CLIMBING        MODERATE     009         031         

                                           NOCTURNAL             MODERATE     009         031         

                                           REST                  SLIGHT       009         031         

                                           WEIGHT BEARING        MODERATE     009         031         

                                           MORNING STIFFNESS     SLIGHT       001         031        
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                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  002       005              Arthronat     SCREENING        AVK       14JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                           WEEK 1 (V3)      AVK       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  002       005              Arthronat     STIFFNESS IN THE      NONE         001         031         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     021         031         

                                           ASCENDING STAIRS      SLIGHT       021         031         

                                           RISING FROM SITTING   MODERATE     021         031         

                                           STANDING              SLIGHT       021         031         

                                           BENDING TO FLOOR      MODERATE     021         031         

                                           WALKING ON FLAT       NONE         021         031         

                                           GETTING IN & OUT OF   SLIGHT       021         031         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         031         

                                           PUTTING ON SOCKS      SLIGHT       021         031         

                                           RISING FROM BED       SLIGHT       021         031         

                                           TAKING OFF SOCKS      SLIGHT       021         031         

                                           LYING IN BED          NONE         021         031         

                                           SITTING               NONE         021         031         

                                           TOILETING             MODERATE     021         031         

                                           GETTING ON OR OFF     NONE         021         031         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         031         

                                           LIGHT DOMESTIC WORK   NONE         021         031         

                                           WALKING               MODERATE     009         030         

                                           STAIR CLIMBING        MODERATE     009         030         

                                           NOCTURNAL             MODERATE     009         030         

                                           REST                  SLIGHT       009         030         

                                           WEIGHT BEARING        MODERATE     009         030         

                                           MORNING STIFFNESS     MODERATE     002         030         

                                           STIFFNESS IN THE      NONE         002         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     019         030         

                                           ASCENDING STAIRS      SLIGHT       019         030         

                                           RISING FROM SITTING   MODERATE     019         030         

                                           STANDING              SLIGHT       019         030         

                                           BENDING TO FLOOR      MODERATE     019         030         

                                           WALKING ON FLAT       NONE         019         030         

                                           GETTING IN & OUT OF   SLIGHT       019         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       019         030         

                                           PUTTING ON SOCKS      SLIGHT       019         030         

                                           RISING FROM BED       SLIGHT       019         030        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  002       005              Arthronat     WEEK 1 (V3)      AVK       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      AVK       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      AVK       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  002       005              Arthronat     TAKING OFF SOCKS      NONE         019         030         

                                           LYING IN BED          NONE         019         030         

                                           SITTING               MODERATE     019         030         

                                           TOILETING             MODERATE     019         030         

                                           GETTING ON OR OFF     MODERATE     019         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       019         030         

                                           LIGHT DOMESTIC WORK   NONE         019         030         

                                           WALKING               SLIGHT       006         032         

                                           STAIR CLIMBING        MODERATE     006         032         

                                           NOCTURNAL             SLIGHT       006         032         

                                           REST                  SLIGHT       006         032         

                                           WEIGHT BEARING        SLIGHT       006         032         

                                           MORNING STIFFNESS     MODERATE     003         032         

                                           STIFFNESS IN THE      SLIGHT       003         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         032         

                                           ASCENDING STAIRS      SLIGHT       023         032         

                                           RISING FROM SITTING   MODERATE     023         032         

                                           STANDING              SLIGHT       023         032         

                                           BENDING TO FLOOR      MODERATE     023         032         

                                           WALKING ON FLAT       SLIGHT       023         032         

                                           GETTING IN & OUT OF   SLIGHT       023         032         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         032         

                                           PUTTING ON SOCKS      SLIGHT       023         032         

                                           RISING FROM BED       MODERATE     023         032         

                                           TAKING OFF SOCKS      MODERATE     023         032         

                                           LYING IN BED          SLIGHT       023         032         

                                           SITTING               SLIGHT       023         032         

                                           TOILETING             MODERATE     023         032         

                                           GETTING ON OR OFF     SLIGHT       023         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         032         

                                           WALKING               SLIGHT       008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  MODERATE     008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  002       005              Arthronat     WEEK 3 (V5)      AVK       13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      AVK       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  002       005              Arthronat     STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      SLIGHT       026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               SLIGHT       008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  MODERATE     008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      SLIGHT       026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  002       005              Arthronat     WEEK 4 (V6)      AVK       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  003       003              Placebo       BASELINE         C-K       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        C-K       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  002       005              Arthronat     TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                                                                                      

  003       003              Placebo       WALKING               SLIGHT       008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  MODERATE     008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     004         039         

                                           STIFFNESS IN THE      MODERATE     004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              MODERATE     027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   MODERATE     027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039         

                                           PUTTING ON SOCKS      SLIGHT       027         039         

                                           RISING FROM BED       SLIGHT       027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          SLIGHT       027         039         

                                           SITTING               SLIGHT       027         039         

                                           TOILETING             MODERATE     027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039         

                                           WALKING               SLIGHT       008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  MODERATE     008         037         

                                           WEIGHT BEARING        MODERATE     008         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  003       003              Placebo       SCREENING        C-K       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                           WEEK 1 (V3)      C-K       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  003       003              Placebo       MORNING STIFFNESS     MODERATE     004         037         

                                           STIFFNESS IN THE      MODERATE     004         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         037         

                                           ASCENDING STAIRS      MODERATE     025         037         

                                           RISING FROM SITTING   MODERATE     025         037         

                                           STANDING              MODERATE     025         037         

                                           BENDING TO FLOOR      MODERATE     025         037         

                                           WALKING ON FLAT       SLIGHT       025         037         

                                           GETTING IN & OUT OF   MODERATE     025         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         037         

                                           PUTTING ON SOCKS      SLIGHT       025         037         

                                           RISING FROM BED       SLIGHT       025         037         

                                           TAKING OFF SOCKS      SLIGHT       025         037         

                                           LYING IN BED          SLIGHT       025         037         

                                           SITTING               SLIGHT       025         037         

                                           TOILETING             MODERATE     025         037         

                                           GETTING ON OR OFF     MODERATE     025         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       025         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         037         

                                           WALKING               SLIGHT       008         043         

                                           STAIR CLIMBING        MODERATE     008         043         

                                           NOCTURNAL             SLIGHT       008         043         

                                           REST                  MODERATE     008         043         

                                           WEIGHT BEARING        MODERATE     008         043         

                                           MORNING STIFFNESS     MODERATE     004         043         

                                           STIFFNESS IN THE      MODERATE     004         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         043         

                                           ASCENDING STAIRS      SEVERE       031         043         

                                           RISING FROM SITTING   SEVERE       031         043         

                                           STANDING              MODERATE     031         043         

                                           BENDING TO FLOOR      SEVERE       031         043         

                                           WALKING ON FLAT       MODERATE     031         043         

                                           GETTING IN & OUT OF   SEVERE       031         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         043         

                                           PUTTING ON SOCKS      SLIGHT       031         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  003       003              Placebo       WEEK 1 (V3)      C-K       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      C-K       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      C-K       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  003       003              Placebo       RISING FROM BED       SLIGHT       031         043         

                                           TAKING OFF SOCKS      SLIGHT       031         043         

                                           LYING IN BED          SLIGHT       031         043         

                                           SITTING               MODERATE     031         043         

                                           TOILETING             MODERATE     031         043         

                                           GETTING ON OR OFF     MODERATE     031         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       031         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         043         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  MODERATE     008         038         

                                           WEIGHT BEARING        SLIGHT       008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      MODERATE     027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               SLIGHT       027         038         

                                           TOILETING             SLIGHT       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   MODERATE     027         038         

                                           WALKING               MODERATE     010         045         

                                           STAIR CLIMBING        MODERATE     010         045         

                                           NOCTURNAL             SEVERE       010         045         

                                           REST                  MODERATE     010         045         

                                           WEIGHT BEARING        SLIGHT       010         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  003       003              Placebo       WEEK 3 (V5)      C-K       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      C-K       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  003       003              Placebo       MORNING STIFFNESS     MODERATE     003         045         

                                           STIFFNESS IN THE      SLIGHT       003         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         045         

                                           ASCENDING STAIRS      SEVERE       032         045         

                                           RISING FROM SITTING   MODERATE     032         045         

                                           STANDING              MODERATE     032         045         

                                           BENDING TO FLOOR      MODERATE     032         045         

                                           WALKING ON FLAT       MODERATE     032         045         

                                           GETTING IN & OUT OF   SLIGHT       032         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         045         

                                           PUTTING ON SOCKS      SLIGHT       032         045         

                                           RISING FROM BED       SLIGHT       032         045         

                                           TAKING OFF SOCKS      SLIGHT       032         045         

                                           LYING IN BED          MODERATE     032         045         

                                           SITTING               MODERATE     032         045         

                                           TOILETING             MODERATE     032         045         

                                           GETTING ON OR OFF     SEVERE       032         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         045         

                                           LIGHT DOMESTIC WORK   MODERATE     032         045         

                                           WALKING               MODERATE     010         045         

                                           STAIR CLIMBING        MODERATE     010         045         

                                           NOCTURNAL             SEVERE       010         045         

                                           REST                  MODERATE     010         045         

                                           WEIGHT BEARING        SLIGHT       010         045         

                                           MORNING STIFFNESS     MODERATE     003         045         

                                           STIFFNESS IN THE      SLIGHT       003         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         045         

                                           ASCENDING STAIRS      SEVERE       032         045         

                                           RISING FROM SITTING   MODERATE     032         045         

                                           STANDING              MODERATE     032         045         

                                           BENDING TO FLOOR      MODERATE     032         045         

                                           WALKING ON FLAT       MODERATE     032         045         

                                           GETTING IN & OUT OF   SLIGHT       032         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         045         

                                           PUTTING ON SOCKS      SLIGHT       032         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  003       003              Placebo       WEEK 4 (V6)      C-K       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  004       004              Placebo       BASELINE         R-P       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        R-P       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  003       003              Placebo       RISING FROM BED       SLIGHT       032         045         

                                           TAKING OFF SOCKS      SLIGHT       032         045         

                                           LYING IN BED          MODERATE     032         045         

                                           SITTING               MODERATE     032         045         

                                           TOILETING             MODERATE     032         045         

                                           GETTING ON OR OFF     SEVERE       032         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         045         

                                           LIGHT DOMESTIC WORK   MODERATE     032         045         

                                                                                                      

  004       004              Placebo       WALKING               SLIGHT       007         030         

                                           STAIR CLIMBING        MODERATE     007         030         

                                           NOCTURNAL             SLIGHT       007         030         

                                           REST                  SLIGHT       007         030         

                                           WEIGHT BEARING        MODERATE     007         030         

                                           MORNING STIFFNESS     MODERATE     003         030         

                                           STIFFNESS IN THE      SLIGHT       003         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     020         030         

                                           ASCENDING STAIRS      MODERATE     020         030         

                                           RISING FROM SITTING   MODERATE     020         030         

                                           STANDING              NONE         020         030         

                                           BENDING TO FLOOR      SLIGHT       020         030         

                                           WALKING ON FLAT       NONE         020         030         

                                           GETTING IN & OUT OF   MODERATE     020         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       020         030         

                                           PUTTING ON SOCKS      SLIGHT       020         030         

                                           RISING FROM BED       SLIGHT       020         030         

                                           TAKING OFF SOCKS      SLIGHT       020         030         

                                           LYING IN BED          SLIGHT       020         030         

                                           SITTING               SLIGHT       020         030         

                                           TOILETING             SLIGHT       020         030         

                                           GETTING ON OR OFF     MODERATE     020         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     020         030         

                                           LIGHT DOMESTIC WORK   NONE         020         030         

                                           WALKING               SLIGHT       007         030         

                                           STAIR CLIMBING        MODERATE     007         030         

                                           NOCTURNAL             SLIGHT       007         030         

                                           REST                  SLIGHT       007         030        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  004       004              Placebo       SCREENING        R-P       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                           WEEK 1 (V3)      R-P       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  004       004              Placebo       WEIGHT BEARING        MODERATE     007         030         

                                           MORNING STIFFNESS     MODERATE     003         030         

                                           STIFFNESS IN THE      SLIGHT       003         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     020         030         

                                           ASCENDING STAIRS      MODERATE     020         030         

                                           RISING FROM SITTING   MODERATE     020         030         

                                           STANDING              NONE         020         030         

                                           BENDING TO FLOOR      SLIGHT       020         030         

                                           WALKING ON FLAT       NONE         020         030         

                                           GETTING IN & OUT OF   MODERATE     020         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       020         030         

                                           PUTTING ON SOCKS      SLIGHT       020         030         

                                           RISING FROM BED       SLIGHT       020         030         

                                           TAKING OFF SOCKS      SLIGHT       020         030         

                                           LYING IN BED          SLIGHT       020         030         

                                           SITTING               SLIGHT       020         030         

                                           TOILETING             MODERATE     020         030         

                                           GETTING ON OR OFF     SLIGHT       020         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     020         030         

                                           LIGHT DOMESTIC WORK   NONE         020         030         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      SEVERE       027         037         

                                           RISING FROM SITTING   SEVERE       027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      SEVERE       027         037         

                                           WALKING ON FLAT       NONE         027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  004       004              Placebo       WEEK 1 (V3)      R-P       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      R-P       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      R-P       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  004       004              Placebo       PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     SLIGHT       027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         037         

                                           LIGHT DOMESTIC WORK   NONE         027         037         

                                           WALKING               SLIGHT       007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  SLIGHT       007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     SEVERE       004         038         

                                           STIFFNESS IN THE      SLIGHT       004         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      SEVERE       027         038         

                                           RISING FROM SITTING   SEVERE       027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SEVERE       027         038         

                                           WALKING ON FLAT       NONE         027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               SLIGHT       027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   NONE         027         038         

                                           WALKING               SEVERE       010         042         

                                           STAIR CLIMBING        MODERATE     010         042         

                                           NOCTURNAL             SLIGHT       010         042         

                                           REST                  SLIGHT       010         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  004       004              Placebo       WEEK 3 (V5)      R-P       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      R-P       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  004       004              Placebo       WEIGHT BEARING        SEVERE       010         042         

                                           MORNING STIFFNESS     SEVERE       005         042         

                                           STIFFNESS IN THE      MODERATE     005         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         042         

                                           ASCENDING STAIRS      SEVERE       027         042         

                                           RISING FROM SITTING   SEVERE       027         042         

                                           STANDING              MODERATE     027         042         

                                           BENDING TO FLOOR      SEVERE       027         042         

                                           WALKING ON FLAT       NONE         027         042         

                                           GETTING IN & OUT OF   MODERATE     027         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         042         

                                           PUTTING ON SOCKS      SLIGHT       027         042         

                                           RISING FROM BED       SLIGHT       027         042         

                                           TAKING OFF SOCKS      SLIGHT       027         042         

                                           LYING IN BED          SLIGHT       027         042         

                                           SITTING               SLIGHT       027         042         

                                           TOILETING             MODERATE     027         042         

                                           GETTING ON OR OFF     SLIGHT       027         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         042         

                                           LIGHT DOMESTIC WORK   NONE         027         042         

                                           WALKING               SEVERE       010         041         

                                           STAIR CLIMBING        MODERATE     010         041         

                                           NOCTURNAL             SLIGHT       010         041         

                                           REST                  SLIGHT       010         041         

                                           WEIGHT BEARING        SEVERE       010         041         

                                           MORNING STIFFNESS     SEVERE       004         041         

                                           STIFFNESS IN THE      SLIGHT       004         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         041         

                                           ASCENDING STAIRS      SEVERE       027         041         

                                           RISING FROM SITTING   SEVERE       027         041         

                                           STANDING              MODERATE     027         041         

                                           BENDING TO FLOOR      SEVERE       027         041         

                                           WALKING ON FLAT       NONE         027         041         

                                           GETTING IN & OUT OF   MODERATE     027         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  004       004              Placebo       WEEK 4 (V6)      R-P       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  005       006              Arthronat     BASELINE         PVT       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        PVT       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  004       004              Placebo       PUTTING ON SOCKS      SLIGHT       027         041         

                                           RISING FROM BED       SLIGHT       027         041         

                                           TAKING OFF SOCKS      SLIGHT       027         041         

                                           LYING IN BED          SLIGHT       027         041         

                                           SITTING               SLIGHT       027         041         

                                           TOILETING             SLIGHT       027         041         

                                           GETTING ON OR OFF     SLIGHT       027         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         041         

                                                                                                      

  005       006              Arthronat     WALKING               MODERATE     009         036         

                                           STAIR CLIMBING        MODERATE     009         036         

                                           NOCTURNAL             MODERATE     009         036         

                                           REST                  SLIGHT       009         036         

                                           WEIGHT BEARING        MODERATE     009         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         036         

                                           ASCENDING STAIRS      MODERATE     023         036         

                                           RISING FROM SITTING   MODERATE     023         036         

                                           STANDING              SLIGHT       023         036         

                                           BENDING TO FLOOR      MODERATE     023         036         

                                           WALKING ON FLAT       SLIGHT       023         036         

                                           GETTING IN & OUT OF   MODERATE     023         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         036         

                                           PUTTING ON SOCKS      SLIGHT       023         036         

                                           RISING FROM BED       MODERATE     023         036         

                                           TAKING OFF SOCKS      SLIGHT       023         036         

                                           LYING IN BED          NONE         023         036         

                                           SITTING               SLIGHT       023         036         

                                           TOILETING             MODERATE     023         036         

                                           GETTING ON OR OFF     SLIGHT       023         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         036         

                                           WALKING               MODERATE     009         036         

                                           STAIR CLIMBING        MODERATE     009         036         

                                           NOCTURNAL             MODERATE     009         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  005       006              Arthronat     SCREENING        PVT       14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                                                                                                                  

                                                                      14JUL2010                    YES                            

                                                                      14JUL2010                    YES                            

                                           WEEK 1 (V3)      PVT       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  005       006              Arthronat     REST                  SLIGHT       009         036         

                                           WEIGHT BEARING        MODERATE     009         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         036         

                                           ASCENDING STAIRS      MODERATE     023         036         

                                           RISING FROM SITTING   MODERATE     023         036         

                                           STANDING              SLIGHT       023         036         

                                           BENDING TO FLOOR      MODERATE     023         036         

                                           WALKING ON FLAT       SLIGHT       023         036         

                                           GETTING IN & OUT OF   MODERATE     023         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         036         

                                           PUTTING ON SOCKS      SLIGHT       023         036         

                                           RISING FROM BED       MODERATE     023         036         

                                           TAKING OFF SOCKS      SLIGHT       023         036         

                                           LYING IN BED          NONE         023         036         

                                           SITTING               SLIGHT       023         036         

                                           TOILETING             MODERATE     023         036         

                                           GETTING ON OR OFF     SLIGHT       023         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         036         

                                           WALKING               SEVERE       013         052         

                                           STAIR CLIMBING        SEVERE       013         052         

                                           NOCTURNAL             MODERATE     013         052         

                                           REST                  MODERATE     013         052         

                                           WEIGHT BEARING        SEVERE       013         052         

                                           MORNING STIFFNESS     SEVERE       004         052         

                                           STIFFNESS IN THE      SLIGHT       004         052         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       035         052         

                                           ASCENDING STAIRS      MODERATE     035         052         

                                           RISING FROM SITTING   MODERATE     035         052         

                                           STANDING              MODERATE     035         052         

                                           BENDING TO FLOOR      SLIGHT       035         052         

                                           WALKING ON FLAT       SLIGHT       035         052         

                                           GETTING IN & OUT OF   SEVERE       035         052         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  005       006              Arthronat     WEEK 1 (V3)      PVT       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      PVT       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      PVT       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  005       006              Arthronat     GOING SHOPPING        SEVERE       035         052         

                                           PUTTING ON SOCKS      MODERATE     035         052         

                                           RISING FROM BED       SEVERE       035         052         

                                           TAKING OFF SOCKS      SLIGHT       035         052         

                                           LYING IN BED          MODERATE     035         052         

                                           SITTING               MODERATE     035         052         

                                           TOILETING             SEVERE       035         052         

                                           GETTING ON OR OFF     MODERATE     035         052         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       035         052         

                                           LIGHT DOMESTIC WORK   MODERATE     035         052         

                                           WALKING               SEVERE       012         046         

                                           STAIR CLIMBING        SEVERE       012         046         

                                           NOCTURNAL             MODERATE     012         046         

                                           REST                  SLIGHT       012         046         

                                           WEIGHT BEARING        SEVERE       012         046         

                                           MORNING STIFFNESS     SEVERE       004         046         

                                           STIFFNESS IN THE      SLIGHT       004         046         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         046         

                                           ASCENDING STAIRS      MODERATE     030         046         

                                           RISING FROM SITTING   MODERATE     030         046         

                                           STANDING              SLIGHT       030         046         

                                           BENDING TO FLOOR      MODERATE     030         046         

                                           WALKING ON FLAT       SLIGHT       030         046         

                                           GETTING IN & OUT OF   SEVERE       030         046         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         046         

                                           PUTTING ON SOCKS      SLIGHT       030         046         

                                           RISING FROM BED       SLIGHT       030         046         

                                           TAKING OFF SOCKS      SLIGHT       030         046         

                                           LYING IN BED          MODERATE     030         046         

                                           SITTING               SLIGHT       030         046         

                                           TOILETING             MODERATE     030         046         

                                           GETTING ON OR OFF     SEVERE       030         046         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         046         

                                           LIGHT DOMESTIC WORK   MODERATE     030         046         

                                           WALKING               SEVERE       010         045         

                                           STAIR CLIMBING        SEVERE       010         045         

                                           NOCTURNAL             SLIGHT       010         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  005       006              Arthronat     WEEK 3 (V5)      PVT       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      PVT       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  005       006              Arthronat     REST                  SLIGHT       010         045         

                                           WEIGHT BEARING        MODERATE     010         045         

                                           MORNING STIFFNESS     SEVERE       004         045         

                                           STIFFNESS IN THE      SLIGHT       004         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       031         045         

                                           ASCENDING STAIRS      MODERATE     031         045         

                                           RISING FROM SITTING   MODERATE     031         045         

                                           STANDING              SLIGHT       031         045         

                                           BENDING TO FLOOR      MODERATE     031         045         

                                           WALKING ON FLAT       SLIGHT       031         045         

                                           GETTING IN & OUT OF   SEVERE       031         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         045         

                                           PUTTING ON SOCKS      SLIGHT       031         045         

                                           RISING FROM BED       MODERATE     031         045         

                                           TAKING OFF SOCKS      SLIGHT       031         045         

                                           LYING IN BED          MODERATE     031         045         

                                           SITTING               SLIGHT       031         045         

                                           TOILETING             MODERATE     031         045         

                                           GETTING ON OR OFF     SEVERE       031         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         045         

                                           LIGHT DOMESTIC WORK   MODERATE     031         045         

                                           WALKING               SEVERE       010         045         

                                           STAIR CLIMBING        SEVERE       010         045         

                                           NOCTURNAL             SLIGHT       010         045         

                                           REST                  SLIGHT       010         045         

                                           WEIGHT BEARING        MODERATE     010         045         

                                           MORNING STIFFNESS     SEVERE       004         045         

                                           STIFFNESS IN THE      SLIGHT       004         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       031         045         

                                           ASCENDING STAIRS      MODERATE     031         045         

                                           RISING FROM SITTING   MODERATE     031         045         

                                           STANDING              SLIGHT       031         045         

                                           BENDING TO FLOOR      MODERATE     031         045         

                                           WALKING ON FLAT       SLIGHT       031         045         

                                           GETTING IN & OUT OF   SEVERE       031         045         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  005       006              Arthronat     WEEK 4 (V6)      PVT       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  006       009              Arthronat     BASELINE         RJV       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        RJV       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  005       006              Arthronat     GOING SHOPPING        MODERATE     031         045         

                                           PUTTING ON SOCKS      SLIGHT       031         045         

                                           RISING FROM BED       MODERATE     031         045         

                                           TAKING OFF SOCKS      SLIGHT       031         045         

                                           LYING IN BED          MODERATE     031         045         

                                           SITTING               SLIGHT       031         045         

                                           TOILETING             MODERATE     031         045         

                                           GETTING ON OR OFF     SEVERE       031         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         045         

                                           LIGHT DOMESTIC WORK   MODERATE     031         045         

                                                                                                      

  006       009              Arthronat     WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              MODERATE     025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      MODERATE     025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               SLIGHT       025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     NONE         025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   NONE         025         036         

                                           WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        MODERATE     007         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  006       009              Arthronat     SCREENING        RJV       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                           WEEK 1 (V3)      RJV       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  006       009              Arthronat     NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     023         033         

                                           ASCENDING STAIRS      MODERATE     023         033         

                                           RISING FROM SITTING   MODERATE     023         033         

                                           STANDING              SLIGHT       023         033         

                                           BENDING TO FLOOR      MODERATE     023         033         

                                           WALKING ON FLAT       SLIGHT       023         033         

                                           GETTING IN & OUT OF   MODERATE     023         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         033         

                                           PUTTING ON SOCKS      SLIGHT       023         033         

                                           RISING FROM BED       SLIGHT       023         033         

                                           TAKING OFF SOCKS      MODERATE     023         033         

                                           LYING IN BED          NONE         023         033         

                                           SITTING               SLIGHT       023         033         

                                           TOILETING             MODERATE     023         033         

                                           GETTING ON OR OFF     NONE         023         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         033         

                                           LIGHT DOMESTIC WORK   NONE         023         033         

                                           WALKING               MODERATE     009         042         

                                           STAIR CLIMBING        MODERATE     009         042         

                                           NOCTURNAL             SLIGHT       009         042         

                                           REST                  SLIGHT       009         042         

                                           WEIGHT BEARING        SEVERE       009         042         

                                           MORNING STIFFNESS     MODERATE     004         042         

                                           STIFFNESS IN THE      MODERATE     004         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         042         

                                           ASCENDING STAIRS      MODERATE     029         042         

                                           RISING FROM SITTING   MODERATE     029         042         

                                           STANDING              MODERATE     029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       SLIGHT       029         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  006       009              Arthronat     WEEK 1 (V3)      RJV       30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      RJV       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      RJV       13AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  006       009              Arthronat     GETTING IN & OUT OF   MODERATE     029         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       SLIGHT       029         042         

                                           TAKING OFF SOCKS      SLIGHT       029         042         

                                           LYING IN BED          MODERATE     029         042         

                                           SITTING               SLIGHT       029         042         

                                           TOILETING             MODERATE     029         042         

                                           GETTING ON OR OFF     MODERATE     029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         042         

                                           LIGHT DOMESTIC WORK   MODERATE     029         042         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             MODERATE     008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        SLIGHT       008         039         

                                           MORNING STIFFNESS     SLIGHT       003         039         

                                           STIFFNESS IN THE      MODERATE     003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   SLIGHT       028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      SLIGHT       028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      MODERATE     028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               SLIGHT       028         039         

                                           TOILETING             SLIGHT       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SEVERE       028         039         

                                           WALKING               MODERATE     012         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  006       009              Arthronat     WEEK 3 (V5)      RJV       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      RJV       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  006       009              Arthronat     STAIR CLIMBING        MODERATE     012         048         

                                           NOCTURNAL             SEVERE       012         048         

                                           REST                  SEVERE       012         048         

                                           WEIGHT BEARING        MODERATE     012         048         

                                           MORNING STIFFNESS     MODERATE     003         048         

                                           STIFFNESS IN THE      SLIGHT       003         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      MODERATE     033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      MODERATE     033         048         

                                           WALKING ON FLAT       SLIGHT       033         048         

                                           GETTING IN & OUT OF   SLIGHT       033         048         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         048         

                                           PUTTING ON SOCKS      MODERATE     033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      MODERATE     033         048         

                                           LYING IN BED          MODERATE     033         048         

                                           SITTING               SEVERE       033         048         

                                           TOILETING             SEVERE       033         048         

                                           GETTING ON OR OFF     SEVERE       033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     033         048         

                                           LIGHT DOMESTIC WORK   SLIGHT       033         048         

                                           WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        SEVERE       010         044         

                                           NOCTURNAL             SLIGHT       010         044         

                                           REST                  SLIGHT       010         044         

                                           WEIGHT BEARING        SEVERE       010         044         

                                           MORNING STIFFNESS     SEVERE       004         044         

                                           STIFFNESS IN THE      SLIGHT       004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         044         

                                           ASCENDING STAIRS      SEVERE       030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  006       009              Arthronat     WEEK 4 (V6)      RJV       21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  007       001              Placebo       BASELINE         VNJ       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  006       009              Arthronat     GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      SLIGHT       030         044         

                                           RISING FROM BED       SLIGHT       030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          SLIGHT       030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                                                                                      

  007       001              Placebo       WALKING               MODERATE     005         023         

                                           STAIR CLIMBING        MODERATE     005         023         

                                           NOCTURNAL             NONE         005         023         

                                           REST                  NONE         005         023         

                                           WEIGHT BEARING        SLIGHT       005         023         

                                           MORNING STIFFNESS     MODERATE     002         023         

                                           STIFFNESS IN THE      NONE         002         023         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     016         023         

                                           ASCENDING STAIRS      MODERATE     016         023         

                                           RISING FROM SITTING   SLIGHT       016         023         

                                           STANDING              NONE         016         023         

                                           BENDING TO FLOOR      SLIGHT       016         023         

                                           WALKING ON FLAT       NONE         016         023         

                                           GETTING IN & OUT OF   SLIGHT       016         023         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       016         023         

                                           PUTTING ON SOCKS      MODERATE     016         023         

                                           RISING FROM BED       NONE         016         023         

                                           TAKING OFF SOCKS      MODERATE     016         023         

                                           LYING IN BED          NONE         016         023         

                                           SITTING               SLIGHT       016         023         

                                           TOILETING             SLIGHT       016         023         

                                           GETTING ON OR OFF     NONE         016         023         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     016         023         

                                           LIGHT DOMESTIC WORK   NONE         016         023        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  007       001              Placebo       SCREENING        VNJ       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                           WEEK 1 (V3)      VNJ       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  007       001              Placebo       WALKING               MODERATE     005         023         

                                           STAIR CLIMBING        MODERATE     005         023         

                                           NOCTURNAL             NONE         005         023         

                                           REST                  NONE         005         023         

                                           WEIGHT BEARING        SLIGHT       005         023         

                                           MORNING STIFFNESS     MODERATE     002         023         

                                           STIFFNESS IN THE      NONE         002         023         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     016         023         

                                           ASCENDING STAIRS      MODERATE     016         023         

                                           RISING FROM SITTING   SLIGHT       016         023         

                                           STANDING              NONE         016         023         

                                           BENDING TO FLOOR      SLIGHT       016         023         

                                           WALKING ON FLAT       NONE         016         023         

                                           GETTING IN & OUT OF   SLIGHT       016         023         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       016         023         

                                           PUTTING ON SOCKS      MODERATE     016         023         

                                           RISING FROM BED       NONE         016         023         

                                           TAKING OFF SOCKS      MODERATE     016         023         

                                           LYING IN BED          NONE         016         023         

                                           SITTING               SLIGHT       016         023         

                                           TOILETING             SLIGHT       016         023         

                                           GETTING ON OR OFF     NONE         016         023         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     016         023         

                                           LIGHT DOMESTIC WORK   NONE         016         023         

                                           WALKING               SEVERE       011         048         

                                           STAIR CLIMBING        MODERATE     011         048         

                                           NOCTURNAL             MODERATE     011         048         

                                           REST                  SLIGHT       011         048         

                                           WEIGHT BEARING        SEVERE       011         048         

                                           MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         048         

                                           ASCENDING STAIRS      SEVERE       032         048         

                                           RISING FROM SITTING   MODERATE     032         048         

                                           STANDING              SLIGHT       032         048         

                                           BENDING TO FLOOR      MODERATE     032         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  007       001              Placebo       WEEK 1 (V3)      VNJ       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      VNJ       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  007       001              Placebo       WALKING ON FLAT       SLIGHT       032         048         

                                           GETTING IN & OUT OF   MODERATE     032         048         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       032         048         

                                           PUTTING ON SOCKS      SLIGHT       032         048         

                                           RISING FROM BED       SLIGHT       032         048         

                                           TAKING OFF SOCKS      SLIGHT       032         048         

                                           LYING IN BED          SLIGHT       032         048         

                                           SITTING               SLIGHT       032         048         

                                           TOILETING             SEVERE       032         048         

                                           GETTING ON OR OFF     SEVERE       032         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         048         

                                           LIGHT DOMESTIC WORK   MODERATE     032         048         

                                           WALKING               SEVERE       012         046         

                                           STAIR CLIMBING        SEVERE       012         046         

                                           NOCTURNAL             MODERATE     012         046         

                                           REST                  SLIGHT       012         046         

                                           WEIGHT BEARING        SEVERE       012         046         

                                           MORNING STIFFNESS     SEVERE       005         046         

                                           STIFFNESS IN THE      MODERATE     005         046         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         046         

                                           ASCENDING STAIRS      MODERATE     029         046         

                                           RISING FROM SITTING   SLIGHT       029         046         

                                           STANDING              SLIGHT       029         046         

                                           BENDING TO FLOOR      SEVERE       029         046         

                                           WALKING ON FLAT       SLIGHT       029         046         

                                           GETTING IN & OUT OF   SEVERE       029         046         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         046         

                                           PUTTING ON SOCKS      SLIGHT       029         046         

                                           RISING FROM BED       SLIGHT       029         046         

                                           TAKING OFF SOCKS      SLIGHT       029         046         

                                           LYING IN BED          SLIGHT       029         046         

                                           SITTING               SLIGHT       029         046         

                                           TOILETING             MODERATE     029         046         

                                           GETTING ON OR OFF     SEVERE       029         046         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         046         

                                           LIGHT DOMESTIC WORK   MODERATE     029         046        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  007       001              Placebo       WEEK 3 (V5)      VNJ       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      VNJ       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  007       001              Placebo       WALKING               MODERATE     011         049         

                                           STAIR CLIMBING        SEVERE       011         049         

                                           NOCTURNAL             SLIGHT       011         049         

                                           REST                  MODERATE     011         049         

                                           WEIGHT BEARING        SEVERE       011         049         

                                           MORNING STIFFNESS     SEVERE       005         049         

                                           STIFFNESS IN THE      MODERATE     005         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       033         049         

                                           ASCENDING STAIRS      MODERATE     033         049         

                                           RISING FROM SITTING   MODERATE     033         049         

                                           STANDING              SLIGHT       033         049         

                                           BENDING TO FLOOR      MODERATE     033         049         

                                           WALKING ON FLAT       SLIGHT       033         049         

                                           GETTING IN & OUT OF   SEVERE       033         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         049         

                                           PUTTING ON SOCKS      MODERATE     033         049         

                                           RISING FROM BED       MODERATE     033         049         

                                           TAKING OFF SOCKS      SLIGHT       033         049         

                                           LYING IN BED          MODERATE     033         049         

                                           SITTING               SLIGHT       033         049         

                                           TOILETING             SEVERE       033         049         

                                           GETTING ON OR OFF     SEVERE       033         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         049         

                                           LIGHT DOMESTIC WORK   MODERATE     033         049         

                                           WALKING               MODERATE     011         049         

                                           STAIR CLIMBING        SEVERE       011         049         

                                           NOCTURNAL             SLIGHT       011         049         

                                           REST                  MODERATE     011         049         

                                           WEIGHT BEARING        SEVERE       011         049         

                                           MORNING STIFFNESS     SEVERE       005         049         

                                           STIFFNESS IN THE      MODERATE     005         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       033         049         

                                           ASCENDING STAIRS      MODERATE     033         049         

                                           RISING FROM SITTING   MODERATE     033         049         

                                           STANDING              SLIGHT       033         049         

                                           BENDING TO FLOOR      MODERATE     033         049        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  007       001              Placebo       WEEK 4 (V6)      VNJ       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  008       008              Arthronat     BASELINE         MAN       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  007       001              Placebo       WALKING ON FLAT       SLIGHT       033         049         

                                           GETTING IN & OUT OF   SEVERE       033         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         049         

                                           PUTTING ON SOCKS      MODERATE     033         049         

                                           RISING FROM BED       MODERATE     033         049         

                                           TAKING OFF SOCKS      SLIGHT       033         049         

                                           LYING IN BED          MODERATE     033         049         

                                           SITTING               SLIGHT       033         049         

                                           TOILETING             SEVERE       033         049         

                                           GETTING ON OR OFF     SEVERE       033         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         049         

                                           LIGHT DOMESTIC WORK   MODERATE     033         049         

                                                                                                      

  008       008              Arthronat     WALKING               MODERATE     008         032         

                                           STAIR CLIMBING        MODERATE     008         032         

                                           NOCTURNAL             MODERATE     008         032         

                                           REST                  NONE         008         032         

                                           WEIGHT BEARING        MODERATE     008         032         

                                           MORNING STIFFNESS     MODERATE     002         032         

                                           STIFFNESS IN THE      NONE         002         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         032         

                                           ASCENDING STAIRS      MODERATE     022         032         

                                           RISING FROM SITTING   MODERATE     022         032         

                                           STANDING              SLIGHT       022         032         

                                           BENDING TO FLOOR      SLIGHT       022         032         

                                           WALKING ON FLAT       NONE         022         032         

                                           GETTING IN & OUT OF   MODERATE     022         032         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         032         

                                           PUTTING ON SOCKS      SLIGHT       022         032         

                                           RISING FROM BED       SLIGHT       022         032         

                                           TAKING OFF SOCKS      SLIGHT       022         032         

                                           LYING IN BED          SLIGHT       022         032         

                                           SITTING               SLIGHT       022         032         

                                           TOILETING             MODERATE     022         032         

                                           GETTING ON OR OFF     MODERATE     022         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  008       008              Arthronat     BASELINE         MAN       23JUL2010                    YES                            

                                           SCREENING        MAN       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                           WEEK 1 (V3)      MAN       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  008       008              Arthronat     LIGHT DOMESTIC WORK   NONE         022         032         

                                           WALKING               MODERATE     007         030         

                                           STAIR CLIMBING        MODERATE     007         030         

                                           NOCTURNAL             SLIGHT       007         030         

                                           REST                  NONE         007         030         

                                           WEIGHT BEARING        MODERATE     007         030         

                                           MORNING STIFFNESS     MODERATE     002         030         

                                           STIFFNESS IN THE      NONE         002         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     021         030         

                                           ASCENDING STAIRS      MODERATE     021         030         

                                           RISING FROM SITTING   MODERATE     021         030         

                                           STANDING              SLIGHT       021         030         

                                           BENDING TO FLOOR      SLIGHT       021         030         

                                           WALKING ON FLAT       NONE         021         030         

                                           GETTING IN & OUT OF   MODERATE     021         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         030         

                                           PUTTING ON SOCKS      SLIGHT       021         030         

                                           RISING FROM BED       SLIGHT       021         030         

                                           TAKING OFF SOCKS      SLIGHT       021         030         

                                           LYING IN BED          SLIGHT       021         030         

                                           SITTING               SLIGHT       021         030         

                                           TOILETING             MODERATE     021         030         

                                           GETTING ON OR OFF     SLIGHT       021         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         030         

                                           LIGHT DOMESTIC WORK   NONE         021         030         

                                           WALKING               MODERATE     008         033         

                                           STAIR CLIMBING        MODERATE     008         033         

                                           NOCTURNAL             SLIGHT       008         033         

                                           REST                  MODERATE     008         033         

                                           WEIGHT BEARING        SLIGHT       008         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033         

                                           STANDING              SLIGHT       022         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  008       008              Arthronat     WEEK 1 (V3)      MAN       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      MAN       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  008       008              Arthronat     BENDING TO FLOOR      SLIGHT       022         033         

                                           WALKING ON FLAT       NONE         022         033         

                                           GETTING IN & OUT OF   MODERATE     022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          SLIGHT       022         033         

                                           SITTING               SLIGHT       022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     MODERATE     022         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   NONE         022         033         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        SLIGHT       008         039         

                                           NOCTURNAL             MODERATE     008         039         

                                           REST                  MODERATE     008         039         

                                           WEIGHT BEARING        SLIGHT       008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   SLIGHT       028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      MODERATE     028         039         

                                           LYING IN BED          MODERATE     028         039         

                                           SITTING               SLIGHT       028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       028         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  008       008              Arthronat     WEEK 2 (V4)      MAN       06AUG2010                    YES                            

                                           WEEK 3 (V5)      MAN       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      MAN       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  008       008              Arthronat     LIGHT DOMESTIC WORK   MODERATE     028         039         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  MODERATE     008         038         

                                           WEIGHT BEARING        SLIGHT       008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   SLIGHT       027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      MODERATE     027         038         

                                           LYING IN BED          MODERATE     027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SLIGHT       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       027         038         

                                           LIGHT DOMESTIC WORK   MODERATE     027         038         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  MODERATE     008         037         

                                           WEIGHT BEARING        SLIGHT       008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   SLIGHT       026         037         

                                           STANDING              MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  008       008              Arthronat     WEEK 4 (V6)      MAN       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  009       010              Arthronat     BASELINE         SRG       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  008       008              Arthronat     BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      MODERATE     026         037         

                                           LYING IN BED          MODERATE     026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SLIGHT       026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                                                                                      

  009       010              Arthronat     WALKING               MODERATE     009         033         

                                           STAIR CLIMBING        MODERATE     009         033         

                                           NOCTURNAL             MODERATE     009         033         

                                           REST                  SLIGHT       009         033         

                                           WEIGHT BEARING        MODERATE     009         033         

                                           MORNING STIFFNESS     MODERATE     002         033         

                                           STIFFNESS IN THE      NONE         002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033         

                                           STANDING              SLIGHT       022         033         

                                           BENDING TO FLOOR      MODERATE     022         033         

                                           WALKING ON FLAT       NONE         022         033         

                                           GETTING IN & OUT OF   MODERATE     022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          NONE         022         033         

                                           SITTING               SLIGHT       022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     SLIGHT       022         033         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  009       010              Arthronat     BASELINE         SRG       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        SRG       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                           WEEK 1 (V3)      SRG       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  009       010              Arthronat     HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         033         

                                           WALKING               MODERATE     009         033         

                                           STAIR CLIMBING        MODERATE     009         033         

                                           NOCTURNAL             MODERATE     009         033         

                                           REST                  SLIGHT       009         033         

                                           WEIGHT BEARING        MODERATE     009         033         

                                           MORNING STIFFNESS     MODERATE     002         033         

                                           STIFFNESS IN THE      NONE         002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033         

                                           STANDING              SLIGHT       022         033         

                                           BENDING TO FLOOR      MODERATE     022         033         

                                           WALKING ON FLAT       NONE         022         033         

                                           GETTING IN & OUT OF   MODERATE     022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          NONE         022         033         

                                           SITTING               SLIGHT       022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     SLIGHT       022         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         033         

                                           WALKING               MODERATE     009         033         

                                           STAIR CLIMBING        MODERATE     009         033         

                                           NOCTURNAL             MODERATE     009         033         

                                           REST                  SLIGHT       009         033         

                                           WEIGHT BEARING        MODERATE     009         033         

                                           MORNING STIFFNESS     MODERATE     002         033         

                                           STIFFNESS IN THE      NONE         002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  009       010              Arthronat     WEEK 1 (V3)      SRG       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      SRG       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  009       010              Arthronat     STANDING              SLIGHT       022         033         

                                           BENDING TO FLOOR      MODERATE     022         033         

                                           WALKING ON FLAT       NONE         022         033         

                                           GETTING IN & OUT OF   MODERATE     022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          NONE         022         033         

                                           SITTING               SLIGHT       022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     SLIGHT       022         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         033         

                                           WALKING               SEVERE       011         039         

                                           STAIR CLIMBING        MODERATE     011         039         

                                           NOCTURNAL             MODERATE     011         039         

                                           REST                  SLIGHT       011         039         

                                           WEIGHT BEARING        SEVERE       011         039         

                                           MORNING STIFFNESS     SEVERE       005         039         

                                           STIFFNESS IN THE      MODERATE     005         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         039         

                                           ASCENDING STAIRS      MODERATE     023         039         

                                           RISING FROM SITTING   SLIGHT       023         039         

                                           STANDING              SLIGHT       023         039         

                                           BENDING TO FLOOR      MODERATE     023         039         

                                           WALKING ON FLAT       SLIGHT       023         039         

                                           GETTING IN & OUT OF   MODERATE     023         039         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       023         039         

                                           PUTTING ON SOCKS      SLIGHT       023         039         

                                           RISING FROM BED       SLIGHT       023         039         

                                           TAKING OFF SOCKS      SLIGHT       023         039         

                                           LYING IN BED          NONE         023         039         

                                           SITTING               NONE         023         039         

                                           TOILETING             MODERATE     023         039         

                                           GETTING ON OR OFF     MODERATE     023         039         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  009       010              Arthronat     WEEK 2 (V4)      SRG       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      SRG       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      SRG       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  009       010              Arthronat     HEAVY DOMESTIC WORK   MODERATE     023         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         039         

                                           WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  NONE         009         040         

                                           WEIGHT BEARING        SEVERE       009         040         

                                           MORNING STIFFNESS     SEVERE       005         040         

                                           STIFFNESS IN THE      MODERATE     005         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         040         

                                           ASCENDING STAIRS      MODERATE     026         040         

                                           RISING FROM SITTING   MODERATE     026         040         

                                           STANDING              SLIGHT       026         040         

                                           BENDING TO FLOOR      MODERATE     026         040         

                                           WALKING ON FLAT       NONE         026         040         

                                           GETTING IN & OUT OF   MODERATE     026         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         040         

                                           PUTTING ON SOCKS      SLIGHT       026         040         

                                           RISING FROM BED       SLIGHT       026         040         

                                           TAKING OFF SOCKS      SLIGHT       026         040         

                                           LYING IN BED          SLIGHT       026         040         

                                           SITTING               SLIGHT       026         040         

                                           TOILETING             MODERATE     026         040         

                                           GETTING ON OR OFF     SEVERE       026         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         040         

                                           WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  NONE         009         040         

                                           WEIGHT BEARING        SEVERE       009         040         

                                           MORNING STIFFNESS     SEVERE       005         040         

                                           STIFFNESS IN THE      MODERATE     005         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         040         

                                           ASCENDING STAIRS      MODERATE     026         040         

                                           RISING FROM SITTING   MODERATE     026         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  009       010              Arthronat     WEEK 4 (V6)      SRG       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  010       002              Placebo       BASELINE         KTB       23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  009       010              Arthronat     STANDING              SLIGHT       026         040         

                                           BENDING TO FLOOR      MODERATE     026         040         

                                           WALKING ON FLAT       NONE         026         040         

                                           GETTING IN & OUT OF   MODERATE     026         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         040         

                                           PUTTING ON SOCKS      SLIGHT       026         040         

                                           RISING FROM BED       SLIGHT       026         040         

                                           TAKING OFF SOCKS      SLIGHT       026         040         

                                           LYING IN BED          SLIGHT       026         040         

                                           SITTING               SLIGHT       026         040         

                                           TOILETING             MODERATE     026         040         

                                           GETTING ON OR OFF     SEVERE       026         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         040         

                                                                                                      

  010       002              Placebo       WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     002         033         

                                           STIFFNESS IN THE      NONE         002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   MODERATE     024         033         

                                           STANDING              SLIGHT       024         033         

                                           BENDING TO FLOOR      MODERATE     024         033         

                                           WALKING ON FLAT       NONE         024         033         

                                           GETTING IN & OUT OF   MODERATE     024         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       MODERATE     024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               MODERATE     024         033         

                                           TOILETING             MODERATE     024         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  010       002              Placebo       BASELINE         KTB       23JUL2010                    YES                            

                                                                                                                                  

                                                                      23JUL2010                    YES                            

                                                                      23JUL2010                    YES                            

                                           SCREENING        KTB       15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                                                                                                                  

                                                                      15JUL2010                    YES                            

                                                                      15JUL2010                    YES                            

                                           WEEK 1 (V3)      KTB       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      30JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  010       002              Placebo       GETTING ON OR OFF     NONE         024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         033         

                                           WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     002         033         

                                           STIFFNESS IN THE      NONE         002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   MODERATE     024         033         

                                           STANDING              SLIGHT       024         033         

                                           BENDING TO FLOOR      MODERATE     024         033         

                                           WALKING ON FLAT       NONE         024         033         

                                           GETTING IN & OUT OF   MODERATE     024         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       MODERATE     024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               MODERATE     024         033         

                                           TOILETING             MODERATE     024         033         

                                           GETTING ON OR OFF     NONE         024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         033         

                                           WALKING               SEVERE       011         047         

                                           STAIR CLIMBING        MODERATE     011         047         

                                           NOCTURNAL             MODERATE     011         047         

                                           REST                  SEVERE       011         047         

                                           WEIGHT BEARING        SLIGHT       011         047         

                                           MORNING STIFFNESS     MODERATE     003         047         

                                           STIFFNESS IN THE      SLIGHT       003         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       033         047        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  010       002              Placebo       WEEK 1 (V3)      KTB       30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                                                                                                                  

                                                                      30JUL2010                    YES                            

                                                                      30JUL2010                    YES                            

                                           WEEK 2 (V4)      KTB       06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  010       002              Placebo       ASCENDING STAIRS      MODERATE     033         047         

                                           RISING FROM SITTING   MODERATE     033         047         

                                           STANDING              MODERATE     033         047         

                                           BENDING TO FLOOR      SLIGHT       033         047         

                                           WALKING ON FLAT       SLIGHT       033         047         

                                           GETTING IN & OUT OF   MODERATE     033         047         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         047         

                                           PUTTING ON SOCKS      SEVERE       033         047         

                                           RISING FROM BED       SEVERE       033         047         

                                           TAKING OFF SOCKS      MODERATE     033         047         

                                           LYING IN BED          MODERATE     033         047         

                                           SITTING               MODERATE     033         047         

                                           TOILETING             SLIGHT       033         047         

                                           GETTING ON OR OFF     SLIGHT       033         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     033         047         

                                           LIGHT DOMESTIC WORK   MODERATE     033         047         

                                           WALKING               SEVERE       012         052         

                                           STAIR CLIMBING        MODERATE     012         052         

                                           NOCTURNAL             MODERATE     012         052         

                                           REST                  MODERATE     012         052         

                                           WEIGHT BEARING        SEVERE       012         052         

                                           MORNING STIFFNESS     MODERATE     003         052         

                                           STIFFNESS IN THE      SLIGHT       003         052         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       037         052         

                                           ASCENDING STAIRS      MODERATE     037         052         

                                           RISING FROM SITTING   MODERATE     037         052         

                                           STANDING              MODERATE     037         052         

                                           BENDING TO FLOOR      MODERATE     037         052         

                                           WALKING ON FLAT       SLIGHT       037         052         

                                           GETTING IN & OUT OF   MODERATE     037         052         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     037         052         

                                           PUTTING ON SOCKS      SEVERE       037         052         

                                           RISING FROM BED       SEVERE       037         052         

                                           TAKING OFF SOCKS      MODERATE     037         052         

                                           LYING IN BED          SEVERE       037         052         

                                           SITTING               MODERATE     037         052         

                                           TOILETING             SEVERE       037         052        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  010       002              Placebo       WEEK 2 (V4)      KTB       06AUG2010                    YES                            

                                                                                                                                  

                                                                      06AUG2010                    YES                            

                                                                      06AUG2010                    YES                            

                                           WEEK 3 (V5)      KTB       13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                                                                                                                  

                                                                      13AUG2010                    YES                            

                                                                      13AUG2010                    YES                            

                                           WEEK 4 (V6)      KTB       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      21AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  010       002              Placebo       GETTING ON OR OFF     MODERATE     037         052         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     037         052         

                                           LIGHT DOMESTIC WORK   SEVERE       037         052         

                                           WALKING               SEVERE       010         043         

                                           STAIR CLIMBING        MODERATE     010         043         

                                           NOCTURNAL             MODERATE     010         043         

                                           REST                  MODERATE     010         043         

                                           WEIGHT BEARING        SLIGHT       010         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       030         043         

                                           ASCENDING STAIRS      SEVERE       030         043         

                                           RISING FROM SITTING   MODERATE     030         043         

                                           STANDING              MODERATE     030         043         

                                           BENDING TO FLOOR      MODERATE     030         043         

                                           WALKING ON FLAT       SLIGHT       030         043         

                                           GETTING IN & OUT OF   SLIGHT       030         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         043         

                                           PUTTING ON SOCKS      MODERATE     030         043         

                                           RISING FROM BED       MODERATE     030         043         

                                           TAKING OFF SOCKS      MODERATE     030         043         

                                           LYING IN BED          SLIGHT       030         043         

                                           SITTING               SLIGHT       030         043         

                                           TOILETING             SLIGHT       030         043         

                                           GETTING ON OR OFF     MODERATE     030         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         043         

                                           LIGHT DOMESTIC WORK   MODERATE     030         043         

                                           WALKING               SEVERE       010         043         

                                           STAIR CLIMBING        MODERATE     010         043         

                                           NOCTURNAL             MODERATE     010         043         

                                           REST                  MODERATE     010         043         

                                           WEIGHT BEARING        SLIGHT       010         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       030         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  010       002              Placebo       WEEK 4 (V6)      KTB       21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

                                                                      21AUG2010                    YES                            

                                                                      21AUG2010                    YES                            

                                                                                                                                  

  011       016              Placebo       BASELINE         VDT       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  010       002              Placebo       ASCENDING STAIRS      SEVERE       030         043         

                                           RISING FROM SITTING   MODERATE     030         043         

                                           STANDING              MODERATE     030         043         

                                           BENDING TO FLOOR      MODERATE     030         043         

                                           WALKING ON FLAT       SLIGHT       030         043         

                                           GETTING IN & OUT OF   SLIGHT       030         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         043         

                                           PUTTING ON SOCKS      MODERATE     030         043         

                                           RISING FROM BED       MODERATE     030         043         

                                           TAKING OFF SOCKS      MODERATE     030         043         

                                           LYING IN BED          SLIGHT       030         043         

                                           SITTING               SLIGHT       030         043         

                                           TOILETING             SLIGHT       030         043         

                                           GETTING ON OR OFF     MODERATE     030         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         043         

                                           LIGHT DOMESTIC WORK   MODERATE     030         043         

                                                                                                      

  011       016              Placebo       WALKING               MODERATE     008         026         

                                           STAIR CLIMBING        MODERATE     008         026         

                                           NOCTURNAL             SLIGHT       008         026         

                                           REST                  SLIGHT       008         026         

                                           WEIGHT BEARING        MODERATE     008         026         

                                           MORNING STIFFNESS     MODERATE     003         026         

                                           STIFFNESS IN THE      SLIGHT       003         026         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     015         026         

                                           ASCENDING STAIRS      MODERATE     015         026         

                                           RISING FROM SITTING   SLIGHT       015         026         

                                           STANDING              SLIGHT       015         026         

                                           BENDING TO FLOOR      MODERATE     015         026         

                                           WALKING ON FLAT       SLIGHT       015         026         

                                           GETTING IN & OUT OF   SLIGHT       015         026         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       015         026         

                                           PUTTING ON SOCKS      SLIGHT       015         026         

                                           RISING FROM BED       SLIGHT       015         026         

                                           TAKING OFF SOCKS      NONE         015         026         

                                           LYING IN BED          NONE         015         026         

                                           SITTING               NONE         015         026        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  011       016              Placebo       BASELINE         VDT       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        VDT       19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                           WEEK 1 (V3)      VDT       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  011       016              Placebo       TOILETING             NONE         015         026         

                                           GETTING ON OR OFF     SLIGHT       015         026         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       015         026         

                                           LIGHT DOMESTIC WORK   NONE         015         026         

                                           WALKING               MODERATE     008         043         

                                           STAIR CLIMBING        MODERATE     008         043         

                                           NOCTURNAL             SLIGHT       008         043         

                                           REST                  SLIGHT       008         043         

                                           WEIGHT BEARING        MODERATE     008         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       032         043         

                                           ASCENDING STAIRS      SEVERE       032         043         

                                           RISING FROM SITTING   MODERATE     032         043         

                                           STANDING              MODERATE     032         043         

                                           BENDING TO FLOOR      SEVERE       032         043         

                                           WALKING ON FLAT       MODERATE     032         043         

                                           GETTING IN & OUT OF   MODERATE     032         043         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         043         

                                           PUTTING ON SOCKS      MODERATE     032         043         

                                           RISING FROM BED       MODERATE     032         043         

                                           TAKING OFF SOCKS      SLIGHT       032         043         

                                           LYING IN BED          SLIGHT       032         043         

                                           SITTING               SLIGHT       032         043         

                                           TOILETING             SLIGHT       032         043         

                                           GETTING ON OR OFF     MODERATE     032         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       032         043         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  011       016              Placebo       WEEK 1 (V3)      VDT       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      VDT       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  011       016              Placebo       DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      SLIGHT       026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               SLIGHT       026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               MODERATE     008         045         

                                           STAIR CLIMBING        MODERATE     008         045         

                                           NOCTURNAL             SLIGHT       008         045         

                                           REST                  SLIGHT       008         045         

                                           WEIGHT BEARING        MODERATE     008         045         

                                           MORNING STIFFNESS     MODERATE     004         045         

                                           STIFFNESS IN THE      MODERATE     004         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       033         045         

                                           ASCENDING STAIRS      MODERATE     033         045         

                                           RISING FROM SITTING   MODERATE     033         045         

                                           STANDING              MODERATE     033         045         

                                           BENDING TO FLOOR      MODERATE     033         045         

                                           WALKING ON FLAT       MODERATE     033         045         

                                           GETTING IN & OUT OF   MODERATE     033         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         045         

                                           PUTTING ON SOCKS      MODERATE     033         045         

                                           RISING FROM BED       MODERATE     033         045         

                                           TAKING OFF SOCKS      MODERATE     033         045         

                                           LYING IN BED          MODERATE     033         045         

                                           SITTING               MODERATE     033         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  011       016              Placebo       WEEK 2 (V4)      VDT       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      VDT       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      VDT       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  011       016              Placebo       TOILETING             SEVERE       033         045         

                                           GETTING ON OR OFF     MODERATE     033         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     033         045         

                                           LIGHT DOMESTIC WORK   SLIGHT       033         045         

                                           WALKING               SLIGHT       008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        SEVERE       008         038         

                                           MORNING STIFFNESS     SLIGHT       003         038         

                                           STIFFNESS IN THE      MODERATE     003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               SLIGHT       027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               SLIGHT       008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        SEVERE       008         038         

                                           MORNING STIFFNESS     SLIGHT       003         038         

                                           STIFFNESS IN THE      MODERATE     003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  011       016              Placebo       WEEK 4 (V6)      VDT       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  012       011              Arthronat     BASELINE         LTS       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  011       016              Placebo       DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               SLIGHT       027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                                                                                      

  012       011              Arthronat     WALKING               SEVERE       010         047         

                                           STAIR CLIMBING        MODERATE     010         047         

                                           NOCTURNAL             MODERATE     010         047         

                                           REST                  MODERATE     010         047         

                                           WEIGHT BEARING        SLIGHT       010         047         

                                           MORNING STIFFNESS     SEVERE       005         047         

                                           STIFFNESS IN THE      MODERATE     005         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       032         047         

                                           ASCENDING STAIRS      SEVERE       032         047         

                                           RISING FROM SITTING   MODERATE     032         047         

                                           STANDING              MODERATE     032         047         

                                           BENDING TO FLOOR      SEVERE       032         047         

                                           WALKING ON FLAT       MODERATE     032         047         

                                           GETTING IN & OUT OF   MODERATE     032         047         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         047         

                                           PUTTING ON SOCKS      SLIGHT       032         047         

                                           RISING FROM BED       MODERATE     032         047         

                                           TAKING OFF SOCKS      SLIGHT       032         047         

                                           LYING IN BED          SLIGHT       032         047        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  012       011              Arthronat     BASELINE         LTS       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        LTS       19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                           WEEK 1 (V3)      LTS       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  012       011              Arthronat     SITTING               SLIGHT       032         047         

                                           TOILETING             SLIGHT       032         047         

                                           GETTING ON OR OFF     MODERATE     032         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         047         

                                           LIGHT DOMESTIC WORK   MODERATE     032         047         

                                           WALKING               MODERATE     007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        SLIGHT       007         040         

                                           MORNING STIFFNESS     SEVERE       005         040         

                                           STIFFNESS IN THE      MODERATE     005         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       028         040         

                                           ASCENDING STAIRS      SEVERE       028         040         

                                           RISING FROM SITTING   MODERATE     028         040         

                                           STANDING              SLIGHT       028         040         

                                           BENDING TO FLOOR      MODERATE     028         040         

                                           WALKING ON FLAT       SLIGHT       028         040         

                                           GETTING IN & OUT OF   MODERATE     028         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         040         

                                           PUTTING ON SOCKS      MODERATE     028         040         

                                           RISING FROM BED       MODERATE     028         040         

                                           TAKING OFF SOCKS      MODERATE     028         040         

                                           LYING IN BED          SLIGHT       028         040         

                                           SITTING               SLIGHT       028         040         

                                           TOILETING             SLIGHT       028         040         

                                           GETTING ON OR OFF     SLIGHT       028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         040         

                                           WALKING               SEVERE       012         048         

                                           STAIR CLIMBING        SEVERE       012         048         

                                           NOCTURNAL             MODERATE     012         048         

                                           REST                  MODERATE     012         048         

                                           WEIGHT BEARING        MODERATE     012         048         

                                           MORNING STIFFNESS     SEVERE       005         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  012       011              Arthronat     WEEK 1 (V3)      LTS       04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      LTS       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  012       011              Arthronat     STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       031         048         

                                           ASCENDING STAIRS      SEVERE       031         048         

                                           RISING FROM SITTING   MODERATE     031         048         

                                           STANDING              MODERATE     031         048         

                                           BENDING TO FLOOR      MODERATE     031         048         

                                           WALKING ON FLAT       MODERATE     031         048         

                                           GETTING IN & OUT OF   MODERATE     031         048         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         048         

                                           PUTTING ON SOCKS      SLIGHT       031         048         

                                           RISING FROM BED       SLIGHT       031         048         

                                           TAKING OFF SOCKS      MODERATE     031         048         

                                           LYING IN BED          MODERATE     031         048         

                                           SITTING               MODERATE     031         048         

                                           TOILETING             MODERATE     031         048         

                                           GETTING ON OR OFF     MODERATE     031         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       031         048         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         048         

                                           WALKING               SEVERE       012         049         

                                           STAIR CLIMBING        MODERATE     012         049         

                                           NOCTURNAL             MODERATE     012         049         

                                           REST                  MODERATE     012         049         

                                           WEIGHT BEARING        SEVERE       012         049         

                                           MORNING STIFFNESS     SEVERE       005         049         

                                           STIFFNESS IN THE      MODERATE     005         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       032         049         

                                           ASCENDING STAIRS      SEVERE       032         049         

                                           RISING FROM SITTING   MODERATE     032         049         

                                           STANDING              SEVERE       032         049         

                                           BENDING TO FLOOR      MODERATE     032         049         

                                           WALKING ON FLAT       MODERATE     032         049         

                                           GETTING IN & OUT OF   MODERATE     032         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         049         

                                           PUTTING ON SOCKS      SLIGHT       032         049         

                                           RISING FROM BED       SLIGHT       032         049        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  012       011              Arthronat     WEEK 2 (V4)      LTS       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      LTS       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      LTS       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  012       011              Arthronat     TAKING OFF SOCKS      SLIGHT       032         049         

                                           LYING IN BED          SLIGHT       032         049         

                                           SITTING               MODERATE     032         049         

                                           TOILETING             MODERATE     032         049         

                                           GETTING ON OR OFF     MODERATE     032         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         049         

                                           LIGHT DOMESTIC WORK   SLIGHT       032         049         

                                           WALKING               SEVERE       012         049         

                                           STAIR CLIMBING        MODERATE     012         049         

                                           NOCTURNAL             MODERATE     012         049         

                                           REST                  SEVERE       012         049         

                                           WEIGHT BEARING        MODERATE     012         049         

                                           MORNING STIFFNESS     MODERATE     003         049         

                                           STIFFNESS IN THE      SLIGHT       003         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       034         049         

                                           ASCENDING STAIRS      SEVERE       034         049         

                                           RISING FROM SITTING   SEVERE       034         049         

                                           STANDING              MODERATE     034         049         

                                           BENDING TO FLOOR      SEVERE       034         049         

                                           WALKING ON FLAT       MODERATE     034         049         

                                           GETTING IN & OUT OF   MODERATE     034         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     034         049         

                                           PUTTING ON SOCKS      MODERATE     034         049         

                                           RISING FROM BED       MODERATE     034         049         

                                           TAKING OFF SOCKS      MODERATE     034         049         

                                           LYING IN BED          SLIGHT       034         049         

                                           SITTING               SLIGHT       034         049         

                                           TOILETING             SLIGHT       034         049         

                                           GETTING ON OR OFF     SLIGHT       034         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     034         049         

                                           LIGHT DOMESTIC WORK   MODERATE     034         049         

                                           WALKING               SEVERE       012         049         

                                           STAIR CLIMBING        MODERATE     012         049         

                                           NOCTURNAL             MODERATE     012         049         

                                           REST                  SEVERE       012         049         

                                           WEIGHT BEARING        MODERATE     012         049         

                                           MORNING STIFFNESS     MODERATE     003         049        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  012       011              Arthronat     WEEK 4 (V6)      LTS       25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  013       014              Placebo       BASELINE         MKM       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  012       011              Arthronat     STIFFNESS IN THE      SLIGHT       003         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       034         049         

                                           ASCENDING STAIRS      SEVERE       034         049         

                                           RISING FROM SITTING   SEVERE       034         049         

                                           STANDING              MODERATE     034         049         

                                           BENDING TO FLOOR      SEVERE       034         049         

                                           WALKING ON FLAT       MODERATE     034         049         

                                           GETTING IN & OUT OF   MODERATE     034         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     034         049         

                                           PUTTING ON SOCKS      MODERATE     034         049         

                                           RISING FROM BED       MODERATE     034         049         

                                           TAKING OFF SOCKS      MODERATE     034         049         

                                           LYING IN BED          SLIGHT       034         049         

                                           SITTING               SLIGHT       034         049         

                                           TOILETING             SLIGHT       034         049         

                                           GETTING ON OR OFF     SLIGHT       034         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     034         049         

                                           LIGHT DOMESTIC WORK   MODERATE     034         049         

                                                                                                      

  013       014              Placebo       WALKING               MODERATE     010         047         

                                           STAIR CLIMBING        SEVERE       010         047         

                                           NOCTURNAL             SLIGHT       010         047         

                                           REST                  SLIGHT       010         047         

                                           WEIGHT BEARING        SEVERE       010         047         

                                           MORNING STIFFNESS     SEVERE       005         047         

                                           STIFFNESS IN THE      MODERATE     005         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       032         047         

                                           ASCENDING STAIRS      MODERATE     032         047         

                                           RISING FROM SITTING   MODERATE     032         047         

                                           STANDING              MODERATE     032         047         

                                           BENDING TO FLOOR      SEVERE       032         047         

                                           WALKING ON FLAT       SLIGHT       032         047         

                                           GETTING IN & OUT OF   SEVERE       032         047         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         047         

                                           PUTTING ON SOCKS      SLIGHT       032         047        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  013       014              Placebo       BASELINE         MKM       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        MKM       19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                                                                                                                  

                                                                      19JUL2010                    YES                            

                                                                      19JUL2010                    YES                            

                                           WEEK 1 (V3)      MKM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  013       014              Placebo       RISING FROM BED       MODERATE     032         047         

                                           TAKING OFF SOCKS      SLIGHT       032         047         

                                           LYING IN BED          MODERATE     032         047         

                                           SITTING               SLIGHT       032         047         

                                           TOILETING             MODERATE     032         047         

                                           GETTING ON OR OFF     MODERATE     032         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         047         

                                           LIGHT DOMESTIC WORK   MODERATE     032         047         

                                           WALKING               MODERATE     008         031         

                                           STAIR CLIMBING        MODERATE     008         031         

                                           NOCTURNAL             SLIGHT       008         031         

                                           REST                  SLIGHT       008         031         

                                           WEIGHT BEARING        MODERATE     008         031         

                                           MORNING STIFFNESS     SLIGHT       003         031         

                                           STIFFNESS IN THE      MODERATE     003         031         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     020         031         

                                           ASCENDING STAIRS      MODERATE     020         031         

                                           RISING FROM SITTING   MODERATE     020         031         

                                           STANDING              SLIGHT       020         031         

                                           BENDING TO FLOOR      MODERATE     020         031         

                                           WALKING ON FLAT       NONE         020         031         

                                           GETTING IN & OUT OF   SLIGHT       020         031         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       020         031         

                                           PUTTING ON SOCKS      SLIGHT       020         031         

                                           RISING FROM BED       SLIGHT       020         031         

                                           TAKING OFF SOCKS      SLIGHT       020         031         

                                           LYING IN BED          NONE         020         031         

                                           SITTING               SLIGHT       020         031         

                                           TOILETING             MODERATE     020         031         

                                           GETTING ON OR OFF     SLIGHT       020         031         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     020         031         

                                           LIGHT DOMESTIC WORK   NONE         020         031         

                                           WALKING               MODERATE     010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048         

                                           WEIGHT BEARING        SEVERE       010         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  013       014              Placebo       WEEK 1 (V3)      MKM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      MKM       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  013       014              Placebo       MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      SEVERE       033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      MODERATE     033         048         

                                           WALKING ON FLAT       SLIGHT       033         048         

                                           GETTING IN & OUT OF   MODERATE     033         048         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       033         048         

                                           PUTTING ON SOCKS      SLIGHT       033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      SLIGHT       033         048         

                                           LYING IN BED          SLIGHT       033         048         

                                           SITTING               MODERATE     033         048         

                                           TOILETING             MODERATE     033         048         

                                           GETTING ON OR OFF     MODERATE     033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         048         

                                           LIGHT DOMESTIC WORK   MODERATE     033         048         

                                           WALKING               SEVERE       011         046         

                                           STAIR CLIMBING        SEVERE       011         046         

                                           NOCTURNAL             SLIGHT       011         046         

                                           REST                  SLIGHT       011         046         

                                           WEIGHT BEARING        SEVERE       011         046         

                                           MORNING STIFFNESS     SEVERE       005         046         

                                           STIFFNESS IN THE      MODERATE     005         046         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         046         

                                           ASCENDING STAIRS      MODERATE     030         046         

                                           RISING FROM SITTING   MODERATE     030         046         

                                           STANDING              MODERATE     030         046         

                                           BENDING TO FLOOR      MODERATE     030         046         

                                           WALKING ON FLAT       SLIGHT       030         046         

                                           GETTING IN & OUT OF   SEVERE       030         046         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         046         

                                           PUTTING ON SOCKS      SLIGHT       030         046        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  013       014              Placebo       WEEK 2 (V4)      MKM       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      MKM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      MKM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  013       014              Placebo       RISING FROM BED       SLIGHT       030         046         

                                           TAKING OFF SOCKS      SLIGHT       030         046         

                                           LYING IN BED          MODERATE     030         046         

                                           SITTING               SLIGHT       030         046         

                                           TOILETING             MODERATE     030         046         

                                           GETTING ON OR OFF     MODERATE     030         046         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         046         

                                           LIGHT DOMESTIC WORK   MODERATE     030         046         

                                           WALKING               MODERATE     010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048         

                                           WEIGHT BEARING        SEVERE       010         048         

                                           MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      SEVERE       033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      MODERATE     033         048         

                                           WALKING ON FLAT       SLIGHT       033         048         

                                           GETTING IN & OUT OF   MODERATE     033         048         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         048         

                                           PUTTING ON SOCKS      SLIGHT       033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      SLIGHT       033         048         

                                           LYING IN BED          MODERATE     033         048         

                                           SITTING               SLIGHT       033         048         

                                           TOILETING             MODERATE     033         048         

                                           GETTING ON OR OFF     SEVERE       033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         048         

                                           LIGHT DOMESTIC WORK   MODERATE     033         048         

                                           WALKING               MODERATE     010         049         

                                           STAIR CLIMBING        SEVERE       010         049         

                                           NOCTURNAL             SLIGHT       010         049         

                                           REST                  SLIGHT       010         049         

                                           WEIGHT BEARING        SEVERE       010         049        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  013       014              Placebo       WEEK 4 (V6)      MKM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  014       013              Arthronat     BASELINE         GRP       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  013       014              Placebo       MORNING STIFFNESS     SEVERE       005         049         

                                           STIFFNESS IN THE      MODERATE     005         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     034         049         

                                           ASCENDING STAIRS      SEVERE       034         049         

                                           RISING FROM SITTING   MODERATE     034         049         

                                           STANDING              MODERATE     034         049         

                                           BENDING TO FLOOR      MODERATE     034         049         

                                           WALKING ON FLAT       SLIGHT       034         049         

                                           GETTING IN & OUT OF   SEVERE       034         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     034         049         

                                           PUTTING ON SOCKS      SLIGHT       034         049         

                                           RISING FROM BED       MODERATE     034         049         

                                           TAKING OFF SOCKS      SLIGHT       034         049         

                                           LYING IN BED          MODERATE     034         049         

                                           SITTING               SLIGHT       034         049         

                                           TOILETING             MODERATE     034         049         

                                           GETTING ON OR OFF     SEVERE       034         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       034         049         

                                           LIGHT DOMESTIC WORK   MODERATE     034         049         

                                                                                                      

  014       013              Arthronat     WALKING               MODERATE     009         047         

                                           STAIR CLIMBING        SEVERE       009         047         

                                           NOCTURNAL             SLIGHT       009         047         

                                           REST                  SLIGHT       009         047         

                                           WEIGHT BEARING        MODERATE     009         047         

                                           MORNING STIFFNESS     MODERATE     004         047         

                                           STIFFNESS IN THE      MODERATE     004         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     034         047         

                                           ASCENDING STAIRS      SEVERE       034         047         

                                           RISING FROM SITTING   SEVERE       034         047         

                                           STANDING              SEVERE       034         047         

                                           BENDING TO FLOOR      SEVERE       034         047         

                                           WALKING ON FLAT       SLIGHT       034         047         

                                           GETTING IN & OUT OF   MODERATE     034         047         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       034         047        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  014       013              Arthronat     BASELINE         GRP       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        GRP       20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                           WEEK 1 (V3)      GRP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  014       013              Arthronat     PUTTING ON SOCKS      SLIGHT       034         047         

                                           RISING FROM BED       MODERATE     034         047         

                                           TAKING OFF SOCKS      SLIGHT       034         047         

                                           LYING IN BED          SLIGHT       034         047         

                                           SITTING               MODERATE     034         047         

                                           TOILETING             SEVERE       034         047         

                                           GETTING ON OR OFF     SLIGHT       034         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       034         047         

                                           LIGHT DOMESTIC WORK   MODERATE     034         047         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     004         039         

                                           STIFFNESS IN THE      MODERATE     004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         039         

                                           ASCENDING STAIRS      SEVERE       026         039         

                                           RISING FROM SITTING   SEVERE       026         039         

                                           STANDING              SEVERE       026         039         

                                           BENDING TO FLOOR      SEVERE       026         039         

                                           WALKING ON FLAT       SLIGHT       026         039         

                                           GETTING IN & OUT OF   SLIGHT       026         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         039         

                                           PUTTING ON SOCKS      SLIGHT       026         039         

                                           RISING FROM BED       SLIGHT       026         039         

                                           TAKING OFF SOCKS      MODERATE     026         039         

                                           LYING IN BED          SLIGHT       026         039         

                                           SITTING               SLIGHT       026         039         

                                           TOILETING             NONE         026         039         

                                           GETTING ON OR OFF     SLIGHT       026         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       026         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         039         

                                           WALKING               MODERATE     008         046         

                                           STAIR CLIMBING        MODERATE     008         046         

                                           NOCTURNAL             SLIGHT       008         046         

                                           REST                  SLIGHT       008         046        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  014       013              Arthronat     WEEK 1 (V3)      GRP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      GRP       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  014       013              Arthronat     WEIGHT BEARING        MODERATE     008         046         

                                           MORNING STIFFNESS     MODERATE     004         046         

                                           STIFFNESS IN THE      MODERATE     004         046         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     034         046         

                                           ASCENDING STAIRS      SEVERE       034         046         

                                           RISING FROM SITTING   SEVERE       034         046         

                                           STANDING              SEVERE       034         046         

                                           BENDING TO FLOOR      SEVERE       034         046         

                                           WALKING ON FLAT       SLIGHT       034         046         

                                           GETTING IN & OUT OF   MODERATE     034         046         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       034         046         

                                           PUTTING ON SOCKS      SLIGHT       034         046         

                                           RISING FROM BED       MODERATE     034         046         

                                           TAKING OFF SOCKS      SLIGHT       034         046         

                                           LYING IN BED          SLIGHT       034         046         

                                           SITTING               MODERATE     034         046         

                                           TOILETING             SEVERE       034         046         

                                           GETTING ON OR OFF     SLIGHT       034         046         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       034         046         

                                           LIGHT DOMESTIC WORK   MODERATE     034         046         

                                           WALKING               MODERATE     009         043         

                                           STAIR CLIMBING        SEVERE       009         043         

                                           NOCTURNAL             SLIGHT       009         043         

                                           REST                  SLIGHT       009         043         

                                           WEIGHT BEARING        MODERATE     009         043         

                                           MORNING STIFFNESS     MODERATE     004         043         

                                           STIFFNESS IN THE      MODERATE     004         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         043         

                                           ASCENDING STAIRS      SEVERE       030         043         

                                           RISING FROM SITTING   SEVERE       030         043         

                                           STANDING              SLIGHT       030         043         

                                           BENDING TO FLOOR      MODERATE     030         043         

                                           WALKING ON FLAT       SLIGHT       030         043         

                                           GETTING IN & OUT OF   SLIGHT       030         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  014       013              Arthronat     WEEK 2 (V4)      GRP       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      GRP       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      GRP       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  014       013              Arthronat     PUTTING ON SOCKS      SLIGHT       030         043         

                                           RISING FROM BED       MODERATE     030         043         

                                           TAKING OFF SOCKS      SLIGHT       030         043         

                                           LYING IN BED          SLIGHT       030         043         

                                           SITTING               MODERATE     030         043         

                                           TOILETING             MODERATE     030         043         

                                           GETTING ON OR OFF     MODERATE     030         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         043         

                                           LIGHT DOMESTIC WORK   MODERATE     030         043         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      SEVERE       031         044         

                                           RISING FROM SITTING   SEVERE       031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044         

                                           WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   SLIGHT       031         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         044         

                                           PUTTING ON SOCKS      SLIGHT       031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          SLIGHT       031         044         

                                           SITTING               MODERATE     031         044         

                                           TOILETING             SEVERE       031         044         

                                           GETTING ON OR OFF     SLIGHT       031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         044         

                                           LIGHT DOMESTIC WORK   MODERATE     031         044         

                                           WALKING               MODERATE     010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  014       013              Arthronat     WEEK 4 (V6)      GRP       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  015       012              Placebo       BASELINE         MRC       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  014       013              Arthronat     WEIGHT BEARING        SEVERE       010         048         

                                           MORNING STIFFNESS     SEVERE       004         048         

                                           STIFFNESS IN THE      SLIGHT       004         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     034         048         

                                           ASCENDING STAIRS      SEVERE       034         048         

                                           RISING FROM SITTING   MODERATE     034         048         

                                           STANDING              MODERATE     034         048         

                                           BENDING TO FLOOR      SEVERE       034         048         

                                           WALKING ON FLAT       MODERATE     034         048         

                                           GETTING IN & OUT OF   SEVERE       034         048         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     034         048         

                                           PUTTING ON SOCKS      SLIGHT       034         048         

                                           RISING FROM BED       MODERATE     034         048         

                                           TAKING OFF SOCKS      SLIGHT       034         048         

                                           LYING IN BED          SLIGHT       034         048         

                                           SITTING               SLIGHT       034         048         

                                           TOILETING             MODERATE     034         048         

                                           GETTING ON OR OFF     MODERATE     034         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       034         048         

                                           LIGHT DOMESTIC WORK   MODERATE     034         048         

                                                                                                      

  015       012              Placebo       WALKING               SLIGHT       007         044         

                                           STAIR CLIMBING        MODERATE     007         044         

                                           NOCTURNAL             SLIGHT       007         044         

                                           REST                  SLIGHT       007         044         

                                           WEIGHT BEARING        MODERATE     007         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         044         

                                           ASCENDING STAIRS      MODERATE     033         044         

                                           RISING FROM SITTING   SEVERE       033         044         

                                           STANDING              SLIGHT       033         044         

                                           BENDING TO FLOOR      SEVERE       033         044         

                                           WALKING ON FLAT       SLIGHT       033         044         

                                           GETTING IN & OUT OF   SLIGHT       033         044         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  015       012              Placebo       BASELINE         MRC       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        MRC       20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                           WEEK 1 (V3)      MRC       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  015       012              Placebo       GOING SHOPPING        SLIGHT       033         044         

                                           PUTTING ON SOCKS      MODERATE     033         044         

                                           RISING FROM BED       MODERATE     033         044         

                                           TAKING OFF SOCKS      MODERATE     033         044         

                                           LYING IN BED          SLIGHT       033         044         

                                           SITTING               MODERATE     033         044         

                                           TOILETING             SEVERE       033         044         

                                           GETTING ON OR OFF     MODERATE     033         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         044         

                                           LIGHT DOMESTIC WORK   MODERATE     033         044         

                                           WALKING               SLIGHT       007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     004         040         

                                           STIFFNESS IN THE      MODERATE     004         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         040         

                                           ASCENDING STAIRS      SEVERE       029         040         

                                           RISING FROM SITTING   SEVERE       029         040         

                                           STANDING              MODERATE     029         040         

                                           BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       SLIGHT       029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         040         

                                           PUTTING ON SOCKS      MODERATE     029         040         

                                           RISING FROM BED       MODERATE     029         040         

                                           TAKING OFF SOCKS      MODERATE     029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               SLIGHT       029         040         

                                           TOILETING             MODERATE     029         040         

                                           GETTING ON OR OFF     SLIGHT       029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                           WALKING               SLIGHT       007         045         

                                           STAIR CLIMBING        MODERATE     007         045         

                                           NOCTURNAL             SLIGHT       007         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  015       012              Placebo       WEEK 1 (V3)      MRC       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      MRC       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  015       012              Placebo       REST                  SLIGHT       007         045         

                                           WEIGHT BEARING        MODERATE     007         045         

                                           MORNING STIFFNESS     MODERATE     004         045         

                                           STIFFNESS IN THE      MODERATE     004         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     034         045         

                                           ASCENDING STAIRS      SEVERE       034         045         

                                           RISING FROM SITTING   SEVERE       034         045         

                                           STANDING              SLIGHT       034         045         

                                           BENDING TO FLOOR      MODERATE     034         045         

                                           WALKING ON FLAT       SLIGHT       034         045         

                                           GETTING IN & OUT OF   MODERATE     034         045         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       034         045         

                                           PUTTING ON SOCKS      MODERATE     034         045         

                                           RISING FROM BED       MODERATE     034         045         

                                           TAKING OFF SOCKS      MODERATE     034         045         

                                           LYING IN BED          SLIGHT       034         045         

                                           SITTING               MODERATE     034         045         

                                           TOILETING             SEVERE       034         045         

                                           GETTING ON OR OFF     MODERATE     034         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       034         045         

                                           LIGHT DOMESTIC WORK   MODERATE     034         045         

                                           WALKING               SLIGHT       007         046         

                                           STAIR CLIMBING        MODERATE     007         046         

                                           NOCTURNAL             SLIGHT       007         046         

                                           REST                  SLIGHT       007         046         

                                           WEIGHT BEARING        MODERATE     007         046         

                                           MORNING STIFFNESS     MODERATE     004         046         

                                           STIFFNESS IN THE      MODERATE     004         046         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     035         046         

                                           ASCENDING STAIRS      SLIGHT       035         046         

                                           RISING FROM SITTING   SEVERE       035         046         

                                           STANDING              SLIGHT       035         046         

                                           BENDING TO FLOOR      MODERATE     035         046         

                                           WALKING ON FLAT       SLIGHT       035         046         

                                           GETTING IN & OUT OF   MODERATE     035         046         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  015       012              Placebo       WEEK 2 (V4)      MRC       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      MRC       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      MRC       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  015       012              Placebo       GOING SHOPPING        MODERATE     035         046         

                                           PUTTING ON SOCKS      MODERATE     035         046         

                                           RISING FROM BED       SLIGHT       035         046         

                                           TAKING OFF SOCKS      MODERATE     035         046         

                                           LYING IN BED          SEVERE       035         046         

                                           SITTING               SEVERE       035         046         

                                           TOILETING             SEVERE       035         046         

                                           GETTING ON OR OFF     MODERATE     035         046         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       035         046         

                                           LIGHT DOMESTIC WORK   MODERATE     035         046         

                                           WALKING               MODERATE     009         038         

                                           STAIR CLIMBING        MODERATE     009         038         

                                           NOCTURNAL             SLIGHT       009         038         

                                           REST                  MODERATE     009         038         

                                           WEIGHT BEARING        MODERATE     009         038         

                                           MORNING STIFFNESS     SLIGHT       003         038         

                                           STIFFNESS IN THE      MODERATE     003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         038         

                                           ASCENDING STAIRS      SLIGHT       026         038         

                                           RISING FROM SITTING   MODERATE     026         038         

                                           STANDING              MODERATE     026         038         

                                           BENDING TO FLOOR      SLIGHT       026         038         

                                           WALKING ON FLAT       SLIGHT       026         038         

                                           GETTING IN & OUT OF   MODERATE     026         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         038         

                                           PUTTING ON SOCKS      SLIGHT       026         038         

                                           RISING FROM BED       SLIGHT       026         038         

                                           TAKING OFF SOCKS      SLIGHT       026         038         

                                           LYING IN BED          MODERATE     026         038         

                                           SITTING               MODERATE     026         038         

                                           TOILETING             SLIGHT       026         038         

                                           GETTING ON OR OFF     SLIGHT       026         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         038         

                                           LIGHT DOMESTIC WORK   MODERATE     026         038         

                                           WALKING               MODERATE     009         038         

                                           STAIR CLIMBING        MODERATE     009         038         

                                           NOCTURNAL             SLIGHT       009         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  015       012              Placebo       WEEK 4 (V6)      MRC       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  016       015              Arthronat     BASELINE         RST       28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  015       012              Placebo       REST                  MODERATE     009         038         

                                           WEIGHT BEARING        MODERATE     009         038         

                                           MORNING STIFFNESS     SLIGHT       003         038         

                                           STIFFNESS IN THE      MODERATE     003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         038         

                                           ASCENDING STAIRS      SLIGHT       026         038         

                                           RISING FROM SITTING   MODERATE     026         038         

                                           STANDING              MODERATE     026         038         

                                           BENDING TO FLOOR      SLIGHT       026         038         

                                           WALKING ON FLAT       SLIGHT       026         038         

                                           GETTING IN & OUT OF   MODERATE     026         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         038         

                                           PUTTING ON SOCKS      SLIGHT       026         038         

                                           RISING FROM BED       SLIGHT       026         038         

                                           TAKING OFF SOCKS      SLIGHT       026         038         

                                           LYING IN BED          MODERATE     026         038         

                                           SITTING               MODERATE     026         038         

                                           TOILETING             SLIGHT       026         038         

                                           GETTING ON OR OFF     SLIGHT       026         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         038         

                                           LIGHT DOMESTIC WORK   MODERATE     026         038         

                                                                                                      

  016       015              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  016       015              Arthronat     BASELINE         RST       28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                                                                                                                  

                                                                      28JUL2010                    YES                            

                                                                      28JUL2010                    YES                            

                                           SCREENING        RST       20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                                                                                                                  

                                                                      20JUL2010                    YES                            

                                                                      20JUL2010                    YES                            

                                           WEEK 1 (V3)      RST       04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  016       015              Arthronat     GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  016       015              Arthronat     WEEK 1 (V3)      RST       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           WEEK 2 (V4)      RST       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  016       015              Arthronat     STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               SLIGHT       007         032         

                                           STAIR CLIMBING        MODERATE     007         032         

                                           NOCTURNAL             SLIGHT       007         032         

                                           REST                  SLIGHT       007         032         

                                           WEIGHT BEARING        MODERATE     007         032         

                                           MORNING STIFFNESS     SLIGHT       002         032         

                                           STIFFNESS IN THE      SLIGHT       002         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         032         

                                           ASCENDING STAIRS      MODERATE     023         032         

                                           RISING FROM SITTING   MODERATE     023         032         

                                           STANDING              SLIGHT       023         032         

                                           BENDING TO FLOOR      MODERATE     023         032         

                                           WALKING ON FLAT       SLIGHT       023         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  016       015              Arthronat     WEEK 2 (V4)      RST       11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 3 (V5)      RST       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 4 (V6)      RST       25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  016       015              Arthronat     GETTING IN & OUT OF   SLIGHT       023         032         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         032         

                                           PUTTING ON SOCKS      SLIGHT       023         032         

                                           RISING FROM BED       SLIGHT       023         032         

                                           TAKING OFF SOCKS      SLIGHT       023         032         

                                           LYING IN BED          SLIGHT       023         032         

                                           SITTING               MODERATE     023         032         

                                           TOILETING             MODERATE     023         032         

                                           GETTING ON OR OFF     SLIGHT       023         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         032         

                                           WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     004         033         

                                           STIFFNESS IN THE      MODERATE     004         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033         

                                           STANDING              SLIGHT       022         033         

                                           BENDING TO FLOOR      SLIGHT       022         033         

                                           WALKING ON FLAT       SLIGHT       022         033         

                                           GETTING IN & OUT OF   SLIGHT       022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          SLIGHT       022         033         

                                           SITTING               MODERATE     022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     SLIGHT       022         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         033         

                                           WALKING               SLIGHT       007         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  016       015              Arthronat     WEEK 4 (V6)      RST       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

  018       026              Arthronat     BASELINE         IPL       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  016       015              Arthronat     STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     SLIGHT       003         033         

                                           STIFFNESS IN THE      MODERATE     003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         033         

                                           ASCENDING STAIRS      MODERATE     023         033         

                                           RISING FROM SITTING   MODERATE     023         033         

                                           STANDING              SLIGHT       023         033         

                                           BENDING TO FLOOR      SLIGHT       023         033         

                                           WALKING ON FLAT       SLIGHT       023         033         

                                           GETTING IN & OUT OF   SLIGHT       023         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         033         

                                           PUTTING ON SOCKS      SLIGHT       023         033         

                                           RISING FROM BED       SLIGHT       023         033         

                                           TAKING OFF SOCKS      SLIGHT       023         033         

                                           LYING IN BED          SLIGHT       023         033         

                                           SITTING               MODERATE     023         033         

                                           TOILETING             MODERATE     023         033         

                                           GETTING ON OR OFF     MODERATE     023         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         033         

                                                                                                      

  018       026              Arthronat     WALKING               MODERATE     008         042         

                                           STAIR CLIMBING        MODERATE     008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        MODERATE     008         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         042         

                                           ASCENDING STAIRS      SEVERE       031         042         

                                           RISING FROM SITTING   MODERATE     031         042         

                                           STANDING              MODERATE     031         042         

                                           BENDING TO FLOOR      MODERATE     031         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  018       026              Arthronat     BASELINE         IPL       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        IPL       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  018       026              Arthronat     WALKING ON FLAT       SLIGHT       031         042         

                                           GETTING IN & OUT OF   MODERATE     031         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         042         

                                           PUTTING ON SOCKS      SLIGHT       031         042         

                                           RISING FROM BED       MODERATE     031         042         

                                           TAKING OFF SOCKS      SLIGHT       031         042         

                                           LYING IN BED          SLIGHT       031         042         

                                           SITTING               MODERATE     031         042         

                                           TOILETING             MODERATE     031         042         

                                           GETTING ON OR OFF     MODERATE     031         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         042         

                                           LIGHT DOMESTIC WORK   MODERATE     031         042         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       NONE         025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             SLIGHT       025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  018       026              Arthronat     WEEK 1 (V3)      IPL       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      IPL       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  018       026              Arthronat     WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  018       026              Arthronat     WEEK 2 (V4)      IPL       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      IPL       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  018       026              Arthronat     WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      SLIGHT       025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  018       026              Arthronat     WEEK 4 (V6)      IPL       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  019       018              Arthronat     BASELINE         BRP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  018       026              Arthronat     WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      SLIGHT       025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                                                                                      

  019       018              Arthronat     WALKING               SLIGHT       006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             SLIGHT       006         035         

                                           REST                  SLIGHT       006         035         

                                           WEIGHT BEARING        SLIGHT       006         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         035         

                                           ASCENDING STAIRS      MODERATE     027         035         

                                           RISING FROM SITTING   SEVERE       027         035         

                                           STANDING              SLIGHT       027         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  019       018              Arthronat     BASELINE         BRP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        BRP       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  019       018              Arthronat     BENDING TO FLOOR      MODERATE     027         035         

                                           WALKING ON FLAT       SLIGHT       027         035         

                                           GETTING IN & OUT OF   SLIGHT       027         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         035         

                                           PUTTING ON SOCKS      SLIGHT       027         035         

                                           RISING FROM BED       SLIGHT       027         035         

                                           TAKING OFF SOCKS      SLIGHT       027         035         

                                           LYING IN BED          SLIGHT       027         035         

                                           SITTING               SLIGHT       027         035         

                                           TOILETING             MODERATE     027         035         

                                           GETTING ON OR OFF     SEVERE       027         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         035         

                                           WALKING               SLIGHT       007         042         

                                           STAIR CLIMBING        MODERATE     007         042         

                                           NOCTURNAL             SLIGHT       007         042         

                                           REST                  SLIGHT       007         042         

                                           WEIGHT BEARING        MODERATE     007         042         

                                           MORNING STIFFNESS     MODERATE     004         042         

                                           STIFFNESS IN THE      MODERATE     004         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         042         

                                           ASCENDING STAIRS      MODERATE     031         042         

                                           RISING FROM SITTING   SEVERE       031         042         

                                           STANDING              MODERATE     031         042         

                                           BENDING TO FLOOR      SEVERE       031         042         

                                           WALKING ON FLAT       SLIGHT       031         042         

                                           GETTING IN & OUT OF   SLIGHT       031         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         042         

                                           PUTTING ON SOCKS      SLIGHT       031         042         

                                           RISING FROM BED       SLIGHT       031         042         

                                           TAKING OFF SOCKS      SLIGHT       031         042         

                                           LYING IN BED          SLIGHT       031         042         

                                           SITTING               SLIGHT       031         042         

                                           TOILETING             SEVERE       031         042         

                                           GETTING ON OR OFF     MODERATE     031         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  019       018              Arthronat     SCREENING        BRP       27JUL2010                    YES                            

                                           WEEK 1 (V3)      BRP       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      BRP       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  019       018              Arthronat     LIGHT DOMESTIC WORK   MODERATE     031         042         

                                           WALKING               SLIGHT       006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  SLIGHT       006         037         

                                           WEIGHT BEARING        SLIGHT       006         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   SEVERE       029         037         

                                           STANDING              SLIGHT       029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       SLIGHT       029         037         

                                           GETTING IN & OUT OF   SLIGHT       029         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         037         

                                           PUTTING ON SOCKS      SLIGHT       029         037         

                                           RISING FROM BED       MODERATE     029         037         

                                           TAKING OFF SOCKS      SLIGHT       029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               MODERATE     029         037         

                                           TOILETING             MODERATE     029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                           WALKING               SLIGHT       006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             SLIGHT       006         038         

                                           REST                  SLIGHT       006         038         

                                           WEIGHT BEARING        SLIGHT       006         038         

                                           MORNING STIFFNESS     SLIGHT       004         038         

                                           STIFFNESS IN THE      SLIGHT       004         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   SEVERE       028         038         

                                           STANDING              SLIGHT       028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  019       018              Arthronat     WEEK 2 (V4)      BRP       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      BRP       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  019       018              Arthronat     BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   SLIGHT       028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               SLIGHT       006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  SLIGHT       006         037         

                                           WEIGHT BEARING        SLIGHT       006         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   SEVERE       029         037         

                                           STANDING              SLIGHT       029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       SLIGHT       029         037         

                                           GETTING IN & OUT OF   SLIGHT       029         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         037         

                                           PUTTING ON SOCKS      SLIGHT       029         037         

                                           RISING FROM BED       MODERATE     029         037         

                                           TAKING OFF SOCKS      SLIGHT       029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               MODERATE     029         037         

                                           TOILETING             MODERATE     029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  019       018              Arthronat     WEEK 3 (V5)      BRP       25AUG2010                    YES                            

                                           WEEK 4 (V6)      BRP       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  020       027              Arthronat     BASELINE         MKA       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  019       018              Arthronat     LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  MODERATE     007         037         

                                           WEIGHT BEARING        SLIGHT       007         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   SLIGHT       028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       SLIGHT       028         037         

                                           GETTING IN & OUT OF   SLIGHT       028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      MODERATE     028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             MODERATE     028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                                                                                      

  020       027              Arthronat     WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         035         

                                           ASCENDING STAIRS      SEVERE       024         035         

                                           RISING FROM SITTING   MODERATE     024         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  020       027              Arthronat     BASELINE         MKA       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        MKA       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  020       027              Arthronat     STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       SLIGHT       024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         035         

                                           ASCENDING STAIRS      SEVERE       024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       SLIGHT       024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  020       027              Arthronat     SCREENING        MKA       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      MKA       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      MKA       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  020       027              Arthronat     HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  020       027              Arthronat     WEEK 2 (V4)      MKA       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      MKA       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  020       027              Arthronat     STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       SLIGHT       024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       SLIGHT       024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     MODERATE     024         034         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  020       027              Arthronat     WEEK 3 (V5)      MKA       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      MKA       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  021       023              Arthronat     BASELINE         VAS       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  020       027              Arthronat     HEAVY DOMESTIC WORK   SLIGHT       024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       008         035         

                                           STAIR CLIMBING        SLIGHT       008         035         

                                           NOCTURNAL             MODERATE     008         035         

                                           REST                  MODERATE     008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      SLIGHT       024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              MODERATE     024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          MODERATE     024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             SLIGHT       024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       024         035         

                                           LIGHT DOMESTIC WORK   MODERATE     024         035         

                                                                                                      

  021       023              Arthronat     WALKING               SLIGHT       007         043         

                                           STAIR CLIMBING        MODERATE     007         043         

                                           NOCTURNAL             SLIGHT       007         043         

                                           REST                  SLIGHT       007         043         

                                           WEIGHT BEARING        MODERATE     007         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         043         

                                           ASCENDING STAIRS      SEVERE       033         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  021       023              Arthronat     BASELINE         VAS       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        VAS       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  021       023              Arthronat     RISING FROM SITTING   SEVERE       033         043         

                                           STANDING              SLIGHT       033         043         

                                           BENDING TO FLOOR      MODERATE     033         043         

                                           WALKING ON FLAT       SLIGHT       033         043         

                                           GETTING IN & OUT OF   MODERATE     033         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         043         

                                           PUTTING ON SOCKS      MODERATE     033         043         

                                           RISING FROM BED       MODERATE     033         043         

                                           TAKING OFF SOCKS      SLIGHT       033         043         

                                           LYING IN BED          SLIGHT       033         043         

                                           SITTING               SEVERE       033         043         

                                           TOILETING             SEVERE       033         043         

                                           GETTING ON OR OFF     MODERATE     033         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       033         043         

                                           WALKING               SLIGHT       007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      MODERATE     030         040         

                                           RISING FROM SITTING   MODERATE     030         040         

                                           STANDING              SLIGHT       030         040         

                                           BENDING TO FLOOR      MODERATE     030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      MODERATE     030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      SLIGHT       030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             SEVERE       030         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  021       023              Arthronat     SCREENING        VAS       27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      VAS       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      VAS       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  021       023              Arthronat     GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                           WALKING               SLIGHT       007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      SEVERE       030         040         

                                           RISING FROM SITTING   SEVERE       030         040         

                                           STANDING              SLIGHT       030         040         

                                           BENDING TO FLOOR      MODERATE     030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      SLIGHT       030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      SLIGHT       030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             SEVERE       030         040         

                                           GETTING ON OR OFF     SLIGHT       030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                           WALKING               SLIGHT       007         035         

                                           STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  SLIGHT       007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  021       023              Arthronat     WEEK 2 (V4)      VAS       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      VAS       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  021       023              Arthronat     ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   MODERATE     025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   SLIGHT       025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       MODERATE     025         035         

                                           TAKING OFF SOCKS      SLIGHT       025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               MODERATE     025         035         

                                           TOILETING             MODERATE     025         035         

                                           GETTING ON OR OFF     MODERATE     025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         034         

                                           ASCENDING STAIRS      SLIGHT       024         034         

                                           RISING FROM SITTING   SLIGHT       024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       MODERATE     024         034         

                                           GETTING IN & OUT OF   MODERATE     024         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       SLIGHT       024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  021       023              Arthronat     WEEK 3 (V5)      VAS       25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      VAS       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  022       024              Arthronat     BASELINE         LAS       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  021       023              Arthronat     GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        SLIGHT       007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  MODERATE     007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      MODERATE     027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      MODERATE     027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                                                                                      

  022       024              Arthronat     WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  022       024              Arthronat     BASELINE         LAS       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        LAS       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  022       024              Arthronat     DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   SEVERE       032         044         

                                           STANDING              SLIGHT       032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       SLIGHT       032         044         

                                           GETTING IN & OUT OF   MODERATE     032         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         044         

                                           PUTTING ON SOCKS      MODERATE     032         044         

                                           RISING FROM BED       MODERATE     032         044         

                                           TAKING OFF SOCKS      MODERATE     032         044         

                                           LYING IN BED          SLIGHT       032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             MODERATE     032         044         

                                           GETTING ON OR OFF     SLIGHT       032         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        SLIGHT       007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  MODERATE     007         039         

                                           WEIGHT BEARING        SLIGHT       007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      MODERATE     029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  022       024              Arthronat     SCREENING        LAS       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      LAS       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      LAS       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  022       024              Arthronat     TOILETING             MODERATE     029         039         

                                           GETTING ON OR OFF     SLIGHT       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   MODERATE     029         039         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      SEVERE       027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   MODERATE     027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  022       024              Arthronat     WEEK 2 (V4)      LAS       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      LAS       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  022       024              Arthronat     DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      SEVERE       027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   MODERATE     027         038         

                                           WALKING               MODERATE     008         041         

                                           STAIR CLIMBING        MODERATE     008         041         

                                           NOCTURNAL             SLIGHT       008         041         

                                           REST                  SLIGHT       008         041         

                                           WEIGHT BEARING        MODERATE     008         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       030         041         

                                           ASCENDING STAIRS      MODERATE     030         041         

                                           RISING FROM SITTING   MODERATE     030         041         

                                           STANDING              MODERATE     030         041         

                                           BENDING TO FLOOR      SLIGHT       030         041         

                                           WALKING ON FLAT       MODERATE     030         041         

                                           GETTING IN & OUT OF   SLIGHT       030         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         041         

                                           PUTTING ON SOCKS      SLIGHT       030         041         

                                           RISING FROM BED       MODERATE     030         041         

                                           TAKING OFF SOCKS      MODERATE     030         041         

                                           LYING IN BED          SLIGHT       030         041         

                                           SITTING               MODERATE     030         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  022       024              Arthronat     WEEK 3 (V5)      LAS       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      LAS       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  023       022              Placebo       BASELINE         DVH       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  022       024              Arthronat     TOILETING             MODERATE     030         041         

                                           GETTING ON OR OFF     SEVERE       030         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         041         

                                           WALKING               MODERATE     007         040         

                                           STAIR CLIMBING        SLIGHT       007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       030         040         

                                           ASCENDING STAIRS      MODERATE     030         040         

                                           RISING FROM SITTING   MODERATE     030         040         

                                           STANDING              SLIGHT       030         040         

                                           BENDING TO FLOOR      SLIGHT       030         040         

                                           WALKING ON FLAT       MODERATE     030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      SLIGHT       030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      SLIGHT       030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             MODERATE     030         040         

                                           GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         040         

                                           LIGHT DOMESTIC WORK   MODERATE     030         040         

                                                                                                      

  023       022              Placebo       WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             NONE         006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        MODERATE     006         035         

                                           MORNING STIFFNESS     MODERATE     003         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  023       022              Placebo       BASELINE         DVH       04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        DVH       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  023       022              Placebo       STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              SLIGHT       026         035         

                                           BENDING TO FLOOR      MODERATE     026         035         

                                           WALKING ON FLAT       SLIGHT       026         035         

                                           GETTING IN & OUT OF   MODERATE     026         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         035         

                                           PUTTING ON SOCKS      SLIGHT       026         035         

                                           RISING FROM BED       SLIGHT       026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          NONE         026         035         

                                           SITTING               MODERATE     026         035         

                                           TOILETING             MODERATE     026         035         

                                           GETTING ON OR OFF     MODERATE     026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                           WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        SEVERE       007         038         

                                           NOCTURNAL             NONE         007         038         

                                           REST                  NONE         007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      SEVERE       028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   SLIGHT       028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  023       022              Placebo       SCREENING        DVH       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      DVH       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      DVH       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  023       022              Placebo       TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          NONE         028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     010         042         

                                           STAIR CLIMBING        SEVERE       010         042         

                                           NOCTURNAL             SLIGHT       010         042         

                                           REST                  SLIGHT       010         042         

                                           WEIGHT BEARING        SEVERE       010         042         

                                           MORNING STIFFNESS     SEVERE       004         042         

                                           STIFFNESS IN THE      SLIGHT       004         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         042         

                                           ASCENDING STAIRS      MODERATE     028         042         

                                           RISING FROM SITTING   MODERATE     028         042         

                                           STANDING              SLIGHT       028         042         

                                           BENDING TO FLOOR      MODERATE     028         042         

                                           WALKING ON FLAT       SLIGHT       028         042         

                                           GETTING IN & OUT OF   MODERATE     028         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         042         

                                           PUTTING ON SOCKS      SLIGHT       028         042         

                                           RISING FROM BED       SLIGHT       028         042         

                                           TAKING OFF SOCKS      SLIGHT       028         042         

                                           LYING IN BED          SLIGHT       028         042         

                                           SITTING               MODERATE     028         042         

                                           TOILETING             MODERATE     028         042         

                                           GETTING ON OR OFF     MODERATE     028         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         042         

                                           LIGHT DOMESTIC WORK   MODERATE     028         042         

                                           WALKING               MODERATE     010         043         

                                           STAIR CLIMBING        SEVERE       010         043         

                                           NOCTURNAL             SLIGHT       010         043         

                                           REST                  SLIGHT       010         043         

                                           WEIGHT BEARING        SEVERE       010         043         

                                           MORNING STIFFNESS     SEVERE       004         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  023       022              Placebo       WEEK 2 (V4)      DVH       18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      DVH       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  023       022              Placebo       STIFFNESS IN THE      SLIGHT       004         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         043         

                                           ASCENDING STAIRS      SEVERE       029         043         

                                           RISING FROM SITTING   MODERATE     029         043         

                                           STANDING              SLIGHT       029         043         

                                           BENDING TO FLOOR      MODERATE     029         043         

                                           WALKING ON FLAT       SLIGHT       029         043         

                                           GETTING IN & OUT OF   SLIGHT       029         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         043         

                                           PUTTING ON SOCKS      SLIGHT       029         043         

                                           RISING FROM BED       MODERATE     029         043         

                                           TAKING OFF SOCKS      SLIGHT       029         043         

                                           LYING IN BED          SLIGHT       029         043         

                                           SITTING               MODERATE     029         043         

                                           TOILETING             SEVERE       029         043         

                                           GETTING ON OR OFF     MODERATE     029         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         043         

                                           WALKING               MODERATE     010         043         

                                           STAIR CLIMBING        SEVERE       010         043         

                                           NOCTURNAL             SLIGHT       010         043         

                                           REST                  SLIGHT       010         043         

                                           WEIGHT BEARING        SEVERE       010         043         

                                           MORNING STIFFNESS     SEVERE       004         043         

                                           STIFFNESS IN THE      SLIGHT       004         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         043         

                                           ASCENDING STAIRS      SEVERE       029         043         

                                           RISING FROM SITTING   MODERATE     029         043         

                                           STANDING              SLIGHT       029         043         

                                           BENDING TO FLOOR      MODERATE     029         043         

                                           WALKING ON FLAT       SLIGHT       029         043         

                                           GETTING IN & OUT OF   SLIGHT       029         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         043         

                                           PUTTING ON SOCKS      SLIGHT       029         043         

                                           RISING FROM BED       MODERATE     029         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  023       022              Placebo       WEEK 3 (V5)      DVH       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      DVH       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  024       020              Arthronat     BASELINE         JYM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  023       022              Placebo       TAKING OFF SOCKS      SLIGHT       029         043         

                                           LYING IN BED          SLIGHT       029         043         

                                           SITTING               MODERATE     029         043         

                                           TOILETING             SEVERE       029         043         

                                           GETTING ON OR OFF     MODERATE     029         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         043         

                                           WALKING               MODERATE     010         043         

                                           STAIR CLIMBING        SEVERE       010         043         

                                           NOCTURNAL             SLIGHT       010         043         

                                           REST                  SLIGHT       010         043         

                                           WEIGHT BEARING        SEVERE       010         043         

                                           MORNING STIFFNESS     SEVERE       004         043         

                                           STIFFNESS IN THE      SLIGHT       004         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         043         

                                           ASCENDING STAIRS      SEVERE       029         043         

                                           RISING FROM SITTING   MODERATE     029         043         

                                           STANDING              SLIGHT       029         043         

                                           BENDING TO FLOOR      MODERATE     029         043         

                                           WALKING ON FLAT       SLIGHT       029         043         

                                           GETTING IN & OUT OF   SLIGHT       029         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         043         

                                           PUTTING ON SOCKS      SLIGHT       029         043         

                                           RISING FROM BED       MODERATE     029         043         

                                           TAKING OFF SOCKS      SLIGHT       029         043         

                                           LYING IN BED          SLIGHT       029         043         

                                           SITTING               MODERATE     029         043         

                                           TOILETING             SEVERE       029         043         

                                           GETTING ON OR OFF     MODERATE     029         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         043         

                                                                                                      

  024       020              Arthronat     WALKING               SLIGHT       007         042         

                                           STAIR CLIMBING        MODERATE     007         042         

                                           NOCTURNAL             SLIGHT       007         042         

                                           REST                  SLIGHT       007         042         

                                           WEIGHT BEARING        MODERATE     007         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  024       020              Arthronat     BASELINE         JYM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        JYM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  024       020              Arthronat     MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         042         

                                           ASCENDING STAIRS      MODERATE     032         042         

                                           RISING FROM SITTING   SEVERE       032         042         

                                           STANDING              SLIGHT       032         042         

                                           BENDING TO FLOOR      MODERATE     032         042         

                                           WALKING ON FLAT       SLIGHT       032         042         

                                           GETTING IN & OUT OF   MODERATE     032         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         042         

                                           PUTTING ON SOCKS      MODERATE     032         042         

                                           RISING FROM BED       MODERATE     032         042         

                                           TAKING OFF SOCKS      MODERATE     032         042         

                                           LYING IN BED          SLIGHT       032         042         

                                           SITTING               MODERATE     032         042         

                                           TOILETING             SEVERE       032         042         

                                           GETTING ON OR OFF     MODERATE     032         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         042         

                                           LIGHT DOMESTIC WORK   SLIGHT       032         042         

                                           WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  SLIGHT       009         040         

                                           WEIGHT BEARING        MODERATE     009         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         040         

                                           ASCENDING STAIRS      SLIGHT       028         040         

                                           RISING FROM SITTING   SLIGHT       028         040         

                                           STANDING              SLIGHT       028         040         

                                           BENDING TO FLOOR      MODERATE     028         040         

                                           WALKING ON FLAT       SLIGHT       028         040         

                                           GETTING IN & OUT OF   MODERATE     028         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         040         

                                           PUTTING ON SOCKS      SLIGHT       028         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  024       020              Arthronat     SCREENING        JYM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      JYM       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      JYM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  024       020              Arthronat     RISING FROM BED       MODERATE     028         040         

                                           TAKING OFF SOCKS      MODERATE     028         040         

                                           LYING IN BED          SLIGHT       028         040         

                                           SITTING               MODERATE     028         040         

                                           TOILETING             MODERATE     028         040         

                                           GETTING ON OR OFF     MODERATE     028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         040         

                                           LIGHT DOMESTIC WORK   MODERATE     028         040         

                                           WALKING               SLIGHT       007         042         

                                           STAIR CLIMBING        MODERATE     007         042         

                                           NOCTURNAL             SLIGHT       007         042         

                                           REST                  SLIGHT       007         042         

                                           WEIGHT BEARING        MODERATE     007         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         042         

                                           ASCENDING STAIRS      MODERATE     032         042         

                                           RISING FROM SITTING   SEVERE       032         042         

                                           STANDING              SLIGHT       032         042         

                                           BENDING TO FLOOR      MODERATE     032         042         

                                           WALKING ON FLAT       SLIGHT       032         042         

                                           GETTING IN & OUT OF   MODERATE     032         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         042         

                                           PUTTING ON SOCKS      MODERATE     032         042         

                                           RISING FROM BED       SLIGHT       032         042         

                                           TAKING OFF SOCKS      MODERATE     032         042         

                                           LYING IN BED          SLIGHT       032         042         

                                           SITTING               MODERATE     032         042         

                                           TOILETING             SEVERE       032         042         

                                           GETTING ON OR OFF     MODERATE     032         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         042         

                                           LIGHT DOMESTIC WORK   MODERATE     032         042         

                                           WALKING               SLIGHT       007         041         

                                           STAIR CLIMBING        MODERATE     007         041         

                                           NOCTURNAL             SLIGHT       007         041         

                                           REST                  SLIGHT       007         041         

                                           WEIGHT BEARING        MODERATE     007         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  024       020              Arthronat     WEEK 2 (V4)      JYM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      JYM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  024       020              Arthronat     MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         041         

                                           ASCENDING STAIRS      SEVERE       031         041         

                                           RISING FROM SITTING   SEVERE       031         041         

                                           STANDING              SLIGHT       031         041         

                                           BENDING TO FLOOR      MODERATE     031         041         

                                           WALKING ON FLAT       SLIGHT       031         041         

                                           GETTING IN & OUT OF   MODERATE     031         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         041         

                                           PUTTING ON SOCKS      SLIGHT       031         041         

                                           RISING FROM BED       MODERATE     031         041         

                                           TAKING OFF SOCKS      SLIGHT       031         041         

                                           LYING IN BED          SLIGHT       031         041         

                                           SITTING               MODERATE     031         041         

                                           TOILETING             SEVERE       031         041         

                                           GETTING ON OR OFF     MODERATE     031         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         041         

                                           WALKING               SLIGHT       008         043         

                                           STAIR CLIMBING        SLIGHT       008         043         

                                           NOCTURNAL             MODERATE     008         043         

                                           REST                  MODERATE     008         043         

                                           WEIGHT BEARING        MODERATE     008         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         043         

                                           ASCENDING STAIRS      SEVERE       032         043         

                                           RISING FROM SITTING   SEVERE       032         043         

                                           STANDING              SLIGHT       032         043         

                                           BENDING TO FLOOR      MODERATE     032         043         

                                           WALKING ON FLAT       MODERATE     032         043         

                                           GETTING IN & OUT OF   MODERATE     032         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         043         

                                           PUTTING ON SOCKS      SLIGHT       032         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  024       020              Arthronat     WEEK 3 (V5)      JYM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      JYM       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  025       017              Placebo       BASELINE         LKM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  024       020              Arthronat     RISING FROM BED       SLIGHT       032         043         

                                           TAKING OFF SOCKS      MODERATE     032         043         

                                           LYING IN BED          MODERATE     032         043         

                                           SITTING               MODERATE     032         043         

                                           TOILETING             SEVERE       032         043         

                                           GETTING ON OR OFF     MODERATE     032         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       032         043         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        SLIGHT       007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   SLIGHT       029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      SLIGHT       029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SEVERE       029         039         

                                           LYING IN BED          MODERATE     029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             MODERATE     029         039         

                                           GETTING ON OR OFF     SLIGHT       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                                                                                      

  025       017              Placebo       WALKING               MODERATE     007         030         

                                           STAIR CLIMBING        MODERATE     007         030         

                                           NOCTURNAL             SLIGHT       007         030         

                                           REST                  NONE         007         030        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  025       017              Placebo       BASELINE         LKM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        LKM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  025       017              Placebo       WEIGHT BEARING        MODERATE     007         030         

                                           MORNING STIFFNESS     MODERATE     003         030         

                                           STIFFNESS IN THE      SLIGHT       003         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       020         030         

                                           ASCENDING STAIRS      MODERATE     020         030         

                                           RISING FROM SITTING   MODERATE     020         030         

                                           STANDING              SLIGHT       020         030         

                                           BENDING TO FLOOR      MODERATE     020         030         

                                           WALKING ON FLAT       NONE         020         030         

                                           GETTING IN & OUT OF   SLIGHT       020         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       020         030         

                                           PUTTING ON SOCKS      SLIGHT       020         030         

                                           RISING FROM BED       SLIGHT       020         030         

                                           TAKING OFF SOCKS      SLIGHT       020         030         

                                           LYING IN BED          NONE         020         030         

                                           SITTING               SLIGHT       020         030         

                                           TOILETING             MODERATE     020         030         

                                           GETTING ON OR OFF     SLIGHT       020         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     020         030         

                                           LIGHT DOMESTIC WORK   SLIGHT       020         030         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      SEVERE       026         036         

                                           WALKING ON FLAT       NONE         026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  025       017              Placebo       SCREENING        LKM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      LKM       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      LKM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  025       017              Placebo       PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         036         

                                           LIGHT DOMESTIC WORK   MODERATE     026         036         

                                           WALKING               MODERATE     010         043         

                                           STAIR CLIMBING        MODERATE     010         043         

                                           NOCTURNAL             SEVERE       010         043         

                                           REST                  MODERATE     010         043         

                                           WEIGHT BEARING        SLIGHT       010         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         043         

                                           ASCENDING STAIRS      MODERATE     030         043         

                                           RISING FROM SITTING   MODERATE     030         043         

                                           STANDING              MODERATE     030         043         

                                           BENDING TO FLOOR      MODERATE     030         043         

                                           WALKING ON FLAT       SEVERE       030         043         

                                           GETTING IN & OUT OF   SEVERE       030         043         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         043         

                                           PUTTING ON SOCKS      MODERATE     030         043         

                                           RISING FROM BED       MODERATE     030         043         

                                           TAKING OFF SOCKS      SLIGHT       030         043         

                                           LYING IN BED          SLIGHT       030         043         

                                           SITTING               SLIGHT       030         043         

                                           TOILETING             SLIGHT       030         043         

                                           GETTING ON OR OFF     SLIGHT       030         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       030         043         

                                           LIGHT DOMESTIC WORK   MODERATE     030         043         

                                           WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        MODERATE     010         044         

                                           NOCTURNAL             SEVERE       010         044         

                                           REST                  SLIGHT       010         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  025       017              Placebo       WEEK 2 (V4)      LKM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      LKM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  025       017              Placebo       WEIGHT BEARING        MODERATE     010         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      MODERATE     031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044         

                                           WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         044         

                                           PUTTING ON SOCKS      MODERATE     031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               MODERATE     031         044         

                                           TOILETING             MODERATE     031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044         

                                           WALKING               MODERATE     010         045         

                                           STAIR CLIMBING        MODERATE     010         045         

                                           NOCTURNAL             SEVERE       010         045         

                                           REST                  MODERATE     010         045         

                                           WEIGHT BEARING        SLIGHT       010         045         

                                           MORNING STIFFNESS     MODERATE     003         045         

                                           STIFFNESS IN THE      SLIGHT       003         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         045         

                                           ASCENDING STAIRS      MODERATE     032         045         

                                           RISING FROM SITTING   MODERATE     032         045         

                                           STANDING              SLIGHT       032         045         

                                           BENDING TO FLOOR      SLIGHT       032         045         

                                           WALKING ON FLAT       MODERATE     032         045         

                                           GETTING IN & OUT OF   MODERATE     032         045         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       032         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  025       017              Placebo       WEEK 3 (V5)      LKM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      LKM       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  026       021              Placebo       BASELINE         REV       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  025       017              Placebo       PUTTING ON SOCKS      MODERATE     032         045         

                                           RISING FROM BED       SLIGHT       032         045         

                                           TAKING OFF SOCKS      SLIGHT       032         045         

                                           LYING IN BED          MODERATE     032         045         

                                           SITTING               MODERATE     032         045         

                                           TOILETING             MODERATE     032         045         

                                           GETTING ON OR OFF     SEVERE       032         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         045         

                                           LIGHT DOMESTIC WORK   MODERATE     032         045         

                                           WALKING               MODERATE     008         044         

                                           STAIR CLIMBING        MODERATE     008         044         

                                           NOCTURNAL             MODERATE     008         044         

                                           REST                  SLIGHT       008         044         

                                           WEIGHT BEARING        SLIGHT       008         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       033         044         

                                           ASCENDING STAIRS      MODERATE     033         044         

                                           RISING FROM SITTING   MODERATE     033         044         

                                           STANDING              SEVERE       033         044         

                                           BENDING TO FLOOR      MODERATE     033         044         

                                           WALKING ON FLAT       SLIGHT       033         044         

                                           GETTING IN & OUT OF   SLIGHT       033         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         044         

                                           PUTTING ON SOCKS      MODERATE     033         044         

                                           RISING FROM BED       MODERATE     033         044         

                                           TAKING OFF SOCKS      MODERATE     033         044         

                                           LYING IN BED          MODERATE     033         044         

                                           SITTING               MODERATE     033         044         

                                           TOILETING             SEVERE       033         044         

                                           GETTING ON OR OFF     MODERATE     033         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     033         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       033         044         

                                                                                                      

  026       021              Placebo       WALKING               MODERATE     009         042         

                                           STAIR CLIMBING        SEVERE       009         042         

                                           NOCTURNAL             SLIGHT       009         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  026       021              Placebo       BASELINE         REV       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        REV       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  026       021              Placebo       REST                  SLIGHT       009         042         

                                           WEIGHT BEARING        MODERATE     009         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         042         

                                           ASCENDING STAIRS      SEVERE       030         042         

                                           RISING FROM SITTING   MODERATE     030         042         

                                           STANDING              MODERATE     030         042         

                                           BENDING TO FLOOR      MODERATE     030         042         

                                           WALKING ON FLAT       SLIGHT       030         042         

                                           GETTING IN & OUT OF   SLIGHT       030         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         042         

                                           PUTTING ON SOCKS      SLIGHT       030         042         

                                           RISING FROM BED       MODERATE     030         042         

                                           TAKING OFF SOCKS      SLIGHT       030         042         

                                           LYING IN BED          SLIGHT       030         042         

                                           SITTING               MODERATE     030         042         

                                           TOILETING             MODERATE     030         042         

                                           GETTING ON OR OFF     MODERATE     030         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         042         

                                           LIGHT DOMESTIC WORK   MODERATE     030         042         

                                           WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  SLIGHT       009         040         

                                           WEIGHT BEARING        MODERATE     009         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         040         

                                           ASCENDING STAIRS      MODERATE     028         040         

                                           RISING FROM SITTING   MODERATE     028         040         

                                           STANDING              MODERATE     028         040         

                                           BENDING TO FLOOR      MODERATE     028         040         

                                           WALKING ON FLAT       SLIGHT       028         040         

                                           GETTING IN & OUT OF   SLIGHT       028         040         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  026       021              Placebo       SCREENING        REV       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      REV       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      REV       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  026       021              Placebo       GOING SHOPPING        SLIGHT       028         040         

                                           PUTTING ON SOCKS      SLIGHT       028         040         

                                           RISING FROM BED       MODERATE     028         040         

                                           TAKING OFF SOCKS      SLIGHT       028         040         

                                           LYING IN BED          SLIGHT       028         040         

                                           SITTING               MODERATE     028         040         

                                           TOILETING             MODERATE     028         040         

                                           GETTING ON OR OFF     MODERATE     028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         040         

                                           LIGHT DOMESTIC WORK   MODERATE     028         040         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   MODERATE     032         044         

                                           STANDING              MODERATE     032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       SLIGHT       032         044         

                                           GETTING IN & OUT OF   MODERATE     032         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         044         

                                           PUTTING ON SOCKS      SLIGHT       032         044         

                                           RISING FROM BED       MODERATE     032         044         

                                           TAKING OFF SOCKS      SLIGHT       032         044         

                                           LYING IN BED          SLIGHT       032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             SEVERE       032         044         

                                           GETTING ON OR OFF     MODERATE     032         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  026       021              Placebo       WEEK 2 (V4)      REV       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      REV       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  026       021              Placebo       REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   MODERATE     032         044         

                                           STANDING              MODERATE     032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       MODERATE     032         044         

                                           GETTING IN & OUT OF   SLIGHT       032         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         044         

                                           PUTTING ON SOCKS      SLIGHT       032         044         

                                           RISING FROM BED       MODERATE     032         044         

                                           TAKING OFF SOCKS      SLIGHT       032         044         

                                           LYING IN BED          SLIGHT       032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             SEVERE       032         044         

                                           GETTING ON OR OFF     SLIGHT       032         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                           WALKING               MODERATE     010         039         

                                           STAIR CLIMBING        SEVERE       010         039         

                                           NOCTURNAL             SLIGHT       010         039         

                                           REST                  SLIGHT       010         039         

                                           WEIGHT BEARING        SEVERE       010         039         

                                           MORNING STIFFNESS     SEVERE       005         039         

                                           STIFFNESS IN THE      MODERATE     005         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         039         

                                           ASCENDING STAIRS      MODERATE     024         039         

                                           RISING FROM SITTING   SLIGHT       024         039         

                                           STANDING              SLIGHT       024         039         

                                           BENDING TO FLOOR      SLIGHT       024         039         

                                           WALKING ON FLAT       SLIGHT       024         039         

                                           GETTING IN & OUT OF   MODERATE     024         039         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  026       021              Placebo       WEEK 3 (V5)      REV       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      REV       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  027       025              Placebo       BASELINE         UMP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  026       021              Placebo       GOING SHOPPING        MODERATE     024         039         

                                           PUTTING ON SOCKS      SLIGHT       024         039         

                                           RISING FROM BED       SLIGHT       024         039         

                                           TAKING OFF SOCKS      SLIGHT       024         039         

                                           LYING IN BED          SLIGHT       024         039         

                                           SITTING               SLIGHT       024         039         

                                           TOILETING             MODERATE     024         039         

                                           GETTING ON OR OFF     SEVERE       024         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         039         

                                           WALKING               MODERATE     010         039         

                                           STAIR CLIMBING        SEVERE       010         039         

                                           NOCTURNAL             SLIGHT       010         039         

                                           REST                  SLIGHT       010         039         

                                           WEIGHT BEARING        SEVERE       010         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         039         

                                           ASCENDING STAIRS      MODERATE     025         039         

                                           RISING FROM SITTING   SLIGHT       025         039         

                                           STANDING              SLIGHT       025         039         

                                           BENDING TO FLOOR      MODERATE     025         039         

                                           WALKING ON FLAT       SLIGHT       025         039         

                                           GETTING IN & OUT OF   MODERATE     025         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         039         

                                           PUTTING ON SOCKS      SLIGHT       025         039         

                                           RISING FROM BED       SLIGHT       025         039         

                                           TAKING OFF SOCKS      SLIGHT       025         039         

                                           LYING IN BED          SLIGHT       025         039         

                                           SITTING               SLIGHT       025         039         

                                           TOILETING             MODERATE     025         039         

                                           GETTING ON OR OFF     MODERATE     025         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       025         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         039         

                                                                                                      

  027       025              Placebo       WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        SEVERE       010         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  027       025              Placebo       BASELINE         UMP       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        UMP       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  027       025              Placebo       NOCTURNAL             SLIGHT       010         044         

                                           REST                  SLIGHT       010         044         

                                           WEIGHT BEARING        SEVERE       010         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         044         

                                           ASCENDING STAIRS      MODERATE     029         044         

                                           RISING FROM SITTING   MODERATE     029         044         

                                           STANDING              SLIGHT       029         044         

                                           BENDING TO FLOOR      MODERATE     029         044         

                                           WALKING ON FLAT       SLIGHT       029         044         

                                           GETTING IN & OUT OF   SEVERE       029         044         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       029         044         

                                           PUTTING ON SOCKS      SLIGHT       029         044         

                                           RISING FROM BED       SLIGHT       029         044         

                                           TAKING OFF SOCKS      SLIGHT       029         044         

                                           LYING IN BED          SLIGHT       029         044         

                                           SITTING               SLIGHT       029         044         

                                           TOILETING             MODERATE     029         044         

                                           GETTING ON OR OFF     MODERATE     029         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         044         

                                           LIGHT DOMESTIC WORK   MODERATE     029         044         

                                           WALKING               MODERATE     010         039         

                                           STAIR CLIMBING        SEVERE       010         039         

                                           NOCTURNAL             SLIGHT       010         039         

                                           REST                  SLIGHT       010         039         

                                           WEIGHT BEARING        SEVERE       010         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         039         

                                           ASCENDING STAIRS      SLIGHT       025         039         

                                           RISING FROM SITTING   MODERATE     025         039         

                                           STANDING              SLIGHT       025         039         

                                           BENDING TO FLOOR      MODERATE     025         039         

                                           WALKING ON FLAT       MODERATE     025         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  027       025              Placebo       SCREENING        UMP       27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      UMP       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      UMP       18AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  027       025              Placebo       GETTING IN & OUT OF   MODERATE     025         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         039         

                                           PUTTING ON SOCKS      MODERATE     025         039         

                                           RISING FROM BED       SLIGHT       025         039         

                                           TAKING OFF SOCKS      MODERATE     025         039         

                                           LYING IN BED          MODERATE     025         039         

                                           SITTING               SLIGHT       025         039         

                                           TOILETING             MODERATE     025         039         

                                           GETTING ON OR OFF     NONE         025         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       025         039         

                                           LIGHT DOMESTIC WORK   NONE         025         039         

                                           WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        SEVERE       010         044         

                                           NOCTURNAL             SLIGHT       010         044         

                                           REST                  SLIGHT       010         044         

                                           WEIGHT BEARING        SEVERE       010         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         044         

                                           ASCENDING STAIRS      MODERATE     029         044         

                                           RISING FROM SITTING   MODERATE     029         044         

                                           STANDING              SLIGHT       029         044         

                                           BENDING TO FLOOR      MODERATE     029         044         

                                           WALKING ON FLAT       SLIGHT       029         044         

                                           GETTING IN & OUT OF   SEVERE       029         044         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       029         044         

                                           PUTTING ON SOCKS      SLIGHT       029         044         

                                           RISING FROM BED       SLIGHT       029         044         

                                           TAKING OFF SOCKS      SLIGHT       029         044         

                                           LYING IN BED          SLIGHT       029         044         

                                           SITTING               SLIGHT       029         044         

                                           TOILETING             MODERATE     029         044         

                                           GETTING ON OR OFF     MODERATE     029         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         044         

                                           LIGHT DOMESTIC WORK   MODERATE     029         044         

                                           WALKING               MODERATE     008         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  027       025              Placebo       WEEK 2 (V4)      UMP       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      UMP       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  027       025              Placebo       STAIR CLIMBING        SLIGHT       008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        SEVERE       008         042         

                                           MORNING STIFFNESS     SEVERE       005         042         

                                           STIFFNESS IN THE      MODERATE     005         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         042         

                                           ASCENDING STAIRS      MODERATE     029         042         

                                           RISING FROM SITTING   MODERATE     029         042         

                                           STANDING              SLIGHT       029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       SLIGHT       029         042         

                                           GETTING IN & OUT OF   SEVERE       029         042         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       SLIGHT       029         042         

                                           TAKING OFF SOCKS      SLIGHT       029         042         

                                           LYING IN BED          SLIGHT       029         042         

                                           SITTING               SLIGHT       029         042         

                                           TOILETING             MODERATE     029         042         

                                           GETTING ON OR OFF     MODERATE     029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         042         

                                           LIGHT DOMESTIC WORK   MODERATE     029         042         

                                           WALKING               MODERATE     008         042         

                                           STAIR CLIMBING        SLIGHT       008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        SEVERE       008         042         

                                           MORNING STIFFNESS     SEVERE       005         042         

                                           STIFFNESS IN THE      MODERATE     005         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         042         

                                           ASCENDING STAIRS      MODERATE     029         042         

                                           RISING FROM SITTING   MODERATE     029         042         

                                           STANDING              SLIGHT       029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       SLIGHT       029         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  027       025              Placebo       WEEK 3 (V5)      UMP       25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      UMP       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  027       025              Placebo       GETTING IN & OUT OF   SEVERE       029         042         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       SLIGHT       029         042         

                                           TAKING OFF SOCKS      SLIGHT       029         042         

                                           LYING IN BED          SLIGHT       029         042         

                                           SITTING               SLIGHT       029         042         

                                           TOILETING             MODERATE     029         042         

                                           GETTING ON OR OFF     MODERATE     029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         042         

                                           LIGHT DOMESTIC WORK   MODERATE     029         042         

                                           WALKING               MODERATE     008         042         

                                           STAIR CLIMBING        SLIGHT       008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        SEVERE       008         042         

                                           MORNING STIFFNESS     SEVERE       005         042         

                                           STIFFNESS IN THE      MODERATE     005         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         042         

                                           ASCENDING STAIRS      MODERATE     029         042         

                                           RISING FROM SITTING   MODERATE     029         042         

                                           STANDING              SLIGHT       029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       SLIGHT       029         042         

                                           GETTING IN & OUT OF   SEVERE       029         042         

                                           CAR                                                        

                                           GOING SHOPPING        SEVERE       029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       SLIGHT       029         042         

                                           TAKING OFF SOCKS      SLIGHT       029         042         

                                           LYING IN BED          SLIGHT       029         042         

                                           SITTING               SLIGHT       029         042         

                                           TOILETING             MODERATE     029         042         

                                           GETTING ON OR OFF     MODERATE     029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         042         

                                           LIGHT DOMESTIC WORK   MODERATE     029         042         

                                                                                                     



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  028       019              Placebo       BASELINE         RMV       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        RMV       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  028       019              Placebo       WALKING               SEVERE       012         041         

                                           STAIR CLIMBING        SEVERE       012         041         

                                           NOCTURNAL             MODERATE     012         041         

                                           REST                  SLIGHT       012         041         

                                           WEIGHT BEARING        SEVERE       012         041         

                                           MORNING STIFFNESS     SEVERE       004         041         

                                           STIFFNESS IN THE      SLIGHT       004         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         041         

                                           ASCENDING STAIRS      SLIGHT       025         041         

                                           RISING FROM SITTING   MODERATE     025         041         

                                           STANDING              SLIGHT       025         041         

                                           BENDING TO FLOOR      MODERATE     025         041         

                                           WALKING ON FLAT       SLIGHT       025         041         

                                           GETTING IN & OUT OF   SLIGHT       025         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         041         

                                           PUTTING ON SOCKS      SLIGHT       025         041         

                                           RISING FROM BED       SLIGHT       025         041         

                                           TAKING OFF SOCKS      SLIGHT       025         041         

                                           LYING IN BED          SLIGHT       025         041         

                                           SITTING               MODERATE     025         041         

                                           TOILETING             MODERATE     025         041         

                                           GETTING ON OR OFF     MODERATE     025         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       025         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         041         

                                           WALKING               MODERATE     009         038         

                                           STAIR CLIMBING        MODERATE     009         038         

                                           NOCTURNAL             MODERATE     009         038         

                                           REST                  SLIGHT       009         038         

                                           WEIGHT BEARING        MODERATE     009         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         038         

                                           ASCENDING STAIRS      SLIGHT       026         038         

                                           RISING FROM SITTING   MODERATE     026         038         

                                           STANDING              SLIGHT       026         038         

                                           BENDING TO FLOOR      MODERATE     026         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  028       019              Placebo       SCREENING        RMV       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      RMV       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  028       019              Placebo       WALKING ON FLAT       SLIGHT       026         038         

                                           GETTING IN & OUT OF   SLIGHT       026         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         038         

                                           PUTTING ON SOCKS      MODERATE     026         038         

                                           RISING FROM BED       MODERATE     026         038         

                                           TAKING OFF SOCKS      SLIGHT       026         038         

                                           LYING IN BED          MODERATE     026         038         

                                           SITTING               SLIGHT       026         038         

                                           TOILETING             MODERATE     026         038         

                                           GETTING ON OR OFF     MODERATE     026         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         038         

                                           WALKING               SEVERE       010         050         

                                           STAIR CLIMBING        SEVERE       010         050         

                                           NOCTURNAL             SLIGHT       010         050         

                                           REST                  SLIGHT       010         050         

                                           WEIGHT BEARING        MODERATE     010         050         

                                           MORNING STIFFNESS     SEVERE       004         050         

                                           STIFFNESS IN THE      SLIGHT       004         050         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     036         050         

                                           ASCENDING STAIRS      SEVERE       036         050         

                                           RISING FROM SITTING   MODERATE     036         050         

                                           STANDING              SLIGHT       036         050         

                                           BENDING TO FLOOR      MODERATE     036         050         

                                           WALKING ON FLAT       SLIGHT       036         050         

                                           GETTING IN & OUT OF   SEVERE       036         050         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     036         050         

                                           PUTTING ON SOCKS      MODERATE     036         050         

                                           RISING FROM BED       SEVERE       036         050         

                                           TAKING OFF SOCKS      MODERATE     036         050         

                                           LYING IN BED          SLIGHT       036         050         

                                           SITTING               SEVERE       036         050         

                                           TOILETING             SEVERE       036         050         

                                           GETTING ON OR OFF     MODERATE     036         050         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       036         050         

                                           LIGHT DOMESTIC WORK   SLIGHT       036         050        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  028       019              Placebo       WEEK 2 (V4)      RMV       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      RMV       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  028       019              Placebo       WALKING               SEVERE       010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048         

                                           WEIGHT BEARING        MODERATE     010         048         

                                           MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      SEVERE       033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      SEVERE       033         048         

                                           WALKING ON FLAT       MODERATE     033         048         

                                           GETTING IN & OUT OF   SLIGHT       033         048         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         048         

                                           PUTTING ON SOCKS      SLIGHT       033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      SLIGHT       033         048         

                                           LYING IN BED          SLIGHT       033         048         

                                           SITTING               SEVERE       033         048         

                                           TOILETING             MODERATE     033         048         

                                           GETTING ON OR OFF     MODERATE     033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         048         

                                           LIGHT DOMESTIC WORK   MODERATE     033         048         

                                           WALKING               SEVERE       010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048         

                                           WEIGHT BEARING        MODERATE     010         048         

                                           MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      SEVERE       033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      SEVERE       033         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  028       019              Placebo       WEEK 3 (V5)      RMV       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      RMV       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  028       019              Placebo       WALKING ON FLAT       MODERATE     033         048         

                                           GETTING IN & OUT OF   SLIGHT       033         048         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         048         

                                           PUTTING ON SOCKS      SLIGHT       033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      SLIGHT       033         048         

                                           LYING IN BED          SLIGHT       033         048         

                                           SITTING               SEVERE       033         048         

                                           TOILETING             MODERATE     033         048         

                                           GETTING ON OR OFF     MODERATE     033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         048         

                                           LIGHT DOMESTIC WORK   MODERATE     033         048         

                                           WALKING               SEVERE       010         048         

                                           STAIR CLIMBING        SEVERE       010         048         

                                           NOCTURNAL             SLIGHT       010         048         

                                           REST                  SLIGHT       010         048         

                                           WEIGHT BEARING        MODERATE     010         048         

                                           MORNING STIFFNESS     SEVERE       005         048         

                                           STIFFNESS IN THE      MODERATE     005         048         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         048         

                                           ASCENDING STAIRS      SEVERE       033         048         

                                           RISING FROM SITTING   MODERATE     033         048         

                                           STANDING              MODERATE     033         048         

                                           BENDING TO FLOOR      SEVERE       033         048         

                                           WALKING ON FLAT       MODERATE     033         048         

                                           GETTING IN & OUT OF   SLIGHT       033         048         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         048         

                                           PUTTING ON SOCKS      SLIGHT       033         048         

                                           RISING FROM BED       MODERATE     033         048         

                                           TAKING OFF SOCKS      SLIGHT       033         048         

                                           LYING IN BED          SLIGHT       033         048         

                                           SITTING               SEVERE       033         048         

                                           TOILETING             MODERATE     033         048         

                                           GETTING ON OR OFF     MODERATE     033         048         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       033         048         

                                           LIGHT DOMESTIC WORK   MODERATE     033         048        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

                                                                                                                                  

  029       029              Placebo       BASELINE         BRM       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        BRM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

                                                                                                      

  029       029              Placebo       WALKING               SLIGHT       007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  SLIGHT       007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      MODERATE     028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     SLIGHT       028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         038         

                                           LIGHT DOMESTIC WORK   MODERATE     028         038         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  029       029              Placebo       SCREENING        BRM       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      BRM       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  029       029              Placebo       BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      MODERATE     027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               SLIGHT       007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      MODERATE     030         040         

                                           RISING FROM SITTING   SEVERE       030         040         

                                           STANDING              MODERATE     030         040         

                                           BENDING TO FLOOR      MODERATE     030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   SLIGHT       030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      SLIGHT       030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      SLIGHT       030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             MODERATE     030         040         

                                           GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  029       029              Placebo       WEEK 1 (V3)      BRM       11AUG2010                    YES                            

                                           WEEK 2 (V4)      BRM       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      BRM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  029       029              Placebo       LIGHT DOMESTIC WORK   MODERATE     030         040         

                                           WALKING               MODERATE     009         043         

                                           STAIR CLIMBING        SEVERE       009         043         

                                           NOCTURNAL             SLIGHT       009         043         

                                           REST                  SLIGHT       009         043         

                                           WEIGHT BEARING        MODERATE     009         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         043         

                                           ASCENDING STAIRS      MODERATE     031         043         

                                           RISING FROM SITTING   SEVERE       031         043         

                                           STANDING              MODERATE     031         043         

                                           BENDING TO FLOOR      MODERATE     031         043         

                                           WALKING ON FLAT       SLIGHT       031         043         

                                           GETTING IN & OUT OF   SLIGHT       031         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         043         

                                           PUTTING ON SOCKS      MODERATE     031         043         

                                           RISING FROM BED       MODERATE     031         043         

                                           TAKING OFF SOCKS      SLIGHT       031         043         

                                           LYING IN BED          SLIGHT       031         043         

                                           SITTING               MODERATE     031         043         

                                           TOILETING             MODERATE     031         043         

                                           GETTING ON OR OFF     MODERATE     031         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         043         

                                           LIGHT DOMESTIC WORK   MODERATE     031         043         

                                           WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        SEVERE       010         044         

                                           NOCTURNAL             SLIGHT       010         044         

                                           REST                  SLIGHT       010         044         

                                           WEIGHT BEARING        SEVERE       010         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         044         

                                           ASCENDING STAIRS      MODERATE     029         044         

                                           RISING FROM SITTING   MODERATE     029         044         

                                           STANDING              SLIGHT       029         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  029       029              Placebo       WEEK 3 (V5)      BRM       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      BRM       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  029       029              Placebo       BENDING TO FLOOR      MODERATE     029         044         

                                           WALKING ON FLAT       SLIGHT       029         044         

                                           GETTING IN & OUT OF   MODERATE     029         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         044         

                                           PUTTING ON SOCKS      SLIGHT       029         044         

                                           RISING FROM BED       SLIGHT       029         044         

                                           TAKING OFF SOCKS      SLIGHT       029         044         

                                           LYING IN BED          SLIGHT       029         044         

                                           SITTING               MODERATE     029         044         

                                           TOILETING             MODERATE     029         044         

                                           GETTING ON OR OFF     SEVERE       029         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         044         

                                           LIGHT DOMESTIC WORK   MODERATE     029         044         

                                           WALKING               MODERATE     010         044         

                                           STAIR CLIMBING        SEVERE       010         044         

                                           NOCTURNAL             SLIGHT       010         044         

                                           REST                  SLIGHT       010         044         

                                           WEIGHT BEARING        SEVERE       010         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         044         

                                           ASCENDING STAIRS      MODERATE     029         044         

                                           RISING FROM SITTING   MODERATE     029         044         

                                           STANDING              SLIGHT       029         044         

                                           BENDING TO FLOOR      MODERATE     029         044         

                                           WALKING ON FLAT       SLIGHT       029         044         

                                           GETTING IN & OUT OF   MODERATE     029         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         044         

                                           PUTTING ON SOCKS      SLIGHT       029         044         

                                           RISING FROM BED       SLIGHT       029         044         

                                           TAKING OFF SOCKS      SLIGHT       029         044         

                                           LYING IN BED          SLIGHT       029         044         

                                           SITTING               MODERATE     029         044         

                                           TOILETING             MODERATE     029         044         

                                           GETTING ON OR OFF     SEVERE       029         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  029       029              Placebo       WEEK 4 (V6)      BRM       01SEP2010                    YES                            

                                                                                                                                  

  030       028              Arthronat     BASELINE         SKG       04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                                                                                                                  

                                                                      04AUG2010                    YES                            

                                                                      04AUG2010                    YES                            

                                           SCREENING        SKG       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  029       029              Placebo       LIGHT DOMESTIC WORK   MODERATE     029         044         

                                                                                                      

  030       028              Arthronat     WALKING               MODERATE     008         047         

                                           STAIR CLIMBING        MODERATE     008         047         

                                           NOCTURNAL             SLIGHT       008         047         

                                           REST                  SLIGHT       008         047         

                                           WEIGHT BEARING        MODERATE     008         047         

                                           MORNING STIFFNESS     MODERATE     003         047         

                                           STIFFNESS IN THE      SLIGHT       003         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     036         047         

                                           ASCENDING STAIRS      SEVERE       036         047         

                                           RISING FROM SITTING   SEVERE       036         047         

                                           STANDING              SLIGHT       036         047         

                                           BENDING TO FLOOR      MODERATE     036         047         

                                           WALKING ON FLAT       SLIGHT       036         047         

                                           GETTING IN & OUT OF   MODERATE     036         047         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       036         047         

                                           PUTTING ON SOCKS      MODERATE     036         047         

                                           RISING FROM BED       SEVERE       036         047         

                                           TAKING OFF SOCKS      MODERATE     036         047         

                                           LYING IN BED          MODERATE     036         047         

                                           SITTING               MODERATE     036         047         

                                           TOILETING             SEVERE       036         047         

                                           GETTING ON OR OFF     SEVERE       036         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       036         047         

                                           LIGHT DOMESTIC WORK   SLIGHT       036         047         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         040         

                                           ASCENDING STAIRS      MODERATE     029         040         

                                           RISING FROM SITTING   SLIGHT       029         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  030       028              Arthronat     SCREENING        SKG       27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                                                                                                                  

                                                                      27JUL2010                    YES                            

                                                                      27JUL2010                    YES                            

                                           WEEK 1 (V3)      SKG       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                  

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  030       028              Arthronat     STANDING              SLIGHT       029         040         

                                           BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       MODERATE     029         040         

                                           GETTING IN & OUT OF   SEVERE       029         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         040         

                                           PUTTING ON SOCKS      MODERATE     029         040         

                                           RISING FROM BED       SEVERE       029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               SLIGHT       029         040         

                                           TOILETING             MODERATE     029         040         

                                           GETTING ON OR OFF     MODERATE     029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                           WALKING               MODERATE     008         044         

                                           STAIR CLIMBING        MODERATE     008         044         

                                           NOCTURNAL             SLIGHT       008         044         

                                           REST                  SLIGHT       008         044         

                                           WEIGHT BEARING        MODERATE     008         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     033         044         

                                           ASCENDING STAIRS      SEVERE       033         044         

                                           RISING FROM SITTING   SEVERE       033         044         

                                           STANDING              SLIGHT       033         044         

                                           BENDING TO FLOOR      MODERATE     033         044         

                                           WALKING ON FLAT       SLIGHT       033         044         

                                           GETTING IN & OUT OF   MODERATE     033         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       033         044         

                                           PUTTING ON SOCKS      MODERATE     033         044         

                                           RISING FROM BED       SEVERE       033         044         

                                           TAKING OFF SOCKS      SLIGHT       033         044         

                                           LYING IN BED          MODERATE     033         044         

                                           SITTING               MODERATE     033         044         

                                           TOILETING             MODERATE     033         044         

                                           GETTING ON OR OFF     MODERATE     033         044         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  030       028              Arthronat     WEEK 1 (V3)      SKG       11AUG2010                    YES                            

                                                                      11AUG2010                    YES                            

                                           WEEK 2 (V4)      SKG       18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                                                                                                                  

                                                                      18AUG2010                    YES                            

                                                                      18AUG2010                    YES                            

                                           WEEK 3 (V5)      SKG       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  030       028              Arthronat     HEAVY DOMESTIC WORK   SEVERE       033         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       033         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   SEVERE       032         044         

                                           STANDING              SLIGHT       032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       SLIGHT       032         044         

                                           GETTING IN & OUT OF   SLIGHT       032         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         044         

                                           PUTTING ON SOCKS      MODERATE     032         044         

                                           RISING FROM BED       SEVERE       032         044         

                                           TAKING OFF SOCKS      SLIGHT       032         044         

                                           LYING IN BED          MODERATE     032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             MODERATE     032         044         

                                           GETTING ON OR OFF     SLIGHT       032         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   SEVERE       032         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  030       028              Arthronat     WEEK 3 (V5)      SKG       25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                                                                                                                  

                                                                      25AUG2010                    YES                            

                                                                      25AUG2010                    YES                            

                                           WEEK 4 (V6)      SKG       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  030       028              Arthronat     STANDING              SLIGHT       032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       SLIGHT       032         044         

                                           GETTING IN & OUT OF   SLIGHT       032         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         044         

                                           PUTTING ON SOCKS      MODERATE     032         044         

                                           RISING FROM BED       SEVERE       032         044         

                                           TAKING OFF SOCKS      SLIGHT       032         044         

                                           LYING IN BED          MODERATE     032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             MODERATE     032         044         

                                           GETTING ON OR OFF     SLIGHT       032         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        SEVERE       009         044         

                                           NOCTURNAL             SLIGHT       009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         044         

                                           ASCENDING STAIRS      SEVERE       032         044         

                                           RISING FROM SITTING   SEVERE       032         044         

                                           STANDING              SLIGHT       032         044         

                                           BENDING TO FLOOR      MODERATE     032         044         

                                           WALKING ON FLAT       SLIGHT       032         044         

                                           GETTING IN & OUT OF   SLIGHT       032         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       032         044         

                                           PUTTING ON SOCKS      MODERATE     032         044         

                                           RISING FROM BED       SEVERE       032         044         

                                           TAKING OFF SOCKS      SLIGHT       032         044         

                                           LYING IN BED          MODERATE     032         044         

                                           SITTING               MODERATE     032         044         

                                           TOILETING             MODERATE     032         044         

                                           GETTING ON OR OFF     SLIGHT       032         044         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  030       028              Arthronat     WEEK 4 (V6)      SKG       01SEP2010                    YES                            

                                                                      01SEP2010                    YES                            

                                                                                                                                  

  031       031              Arthronat     BASELINE         MDV       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        MDV       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  030       028              Arthronat     HEAVY DOMESTIC WORK   SEVERE       032         044         

                                           LIGHT DOMESTIC WORK   MODERATE     032         044         

                                                                                                      

  031       031              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          NONE         026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  031       031              Arthronat     SCREENING        MDV       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      MDV       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  031       031              Arthronat     RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          NONE         026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         039         

                                           ASCENDING STAIRS      MODERATE     026         039         

                                           RISING FROM SITTING   MODERATE     026         039         

                                           STANDING              SLIGHT       026         039         

                                           BENDING TO FLOOR      MODERATE     026         039         

                                           WALKING ON FLAT       SLIGHT       026         039         

                                           GETTING IN & OUT OF   MODERATE     026         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         039         

                                           PUTTING ON SOCKS      MODERATE     026         039         

                                           RISING FROM BED       SLIGHT       026         039         

                                           TAKING OFF SOCKS      SLIGHT       026         039         

                                           LYING IN BED          NONE         026         039         

                                           SITTING               MODERATE     026         039         

                                           TOILETING             MODERATE     026         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  031       031              Arthronat     WEEK 1 (V3)      MDV       17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      MDV       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      MDV       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  031       031              Arthronat     GETTING ON OR OFF     MODERATE     026         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         039         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         039         

                                           ASCENDING STAIRS      MODERATE     026         039         

                                           RISING FROM SITTING   MODERATE     026         039         

                                           STANDING              SLIGHT       026         039         

                                           BENDING TO FLOOR      MODERATE     026         039         

                                           WALKING ON FLAT       SLIGHT       026         039         

                                           GETTING IN & OUT OF   MODERATE     026         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         039         

                                           PUTTING ON SOCKS      MODERATE     026         039         

                                           RISING FROM BED       SLIGHT       026         039         

                                           TAKING OFF SOCKS      SLIGHT       026         039         

                                           LYING IN BED          NONE         026         039         

                                           SITTING               MODERATE     026         039         

                                           TOILETING             MODERATE     026         039         

                                           GETTING ON OR OFF     MODERATE     026         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         039         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  031       031              Arthronat     WEEK 3 (V5)      MDV       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      MDV       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  031       031              Arthronat     ASCENDING STAIRS      MODERATE     026         039         

                                           RISING FROM SITTING   MODERATE     026         039         

                                           STANDING              SLIGHT       026         039         

                                           BENDING TO FLOOR      MODERATE     026         039         

                                           WALKING ON FLAT       SLIGHT       026         039         

                                           GETTING IN & OUT OF   MODERATE     026         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         039         

                                           PUTTING ON SOCKS      MODERATE     026         039         

                                           RISING FROM BED       SLIGHT       026         039         

                                           TAKING OFF SOCKS      SLIGHT       026         039         

                                           LYING IN BED          NONE         026         039         

                                           SITTING               MODERATE     026         039         

                                           TOILETING             MODERATE     026         039         

                                           GETTING ON OR OFF     MODERATE     026         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         039         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         039         

                                           ASCENDING STAIRS      MODERATE     026         039         

                                           RISING FROM SITTING   MODERATE     026         039         

                                           STANDING              SLIGHT       026         039         

                                           BENDING TO FLOOR      MODERATE     026         039         

                                           WALKING ON FLAT       SLIGHT       026         039         

                                           GETTING IN & OUT OF   MODERATE     026         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         039         

                                           PUTTING ON SOCKS      MODERATE     026         039         

                                           RISING FROM BED       SLIGHT       026         039         

                                           TAKING OFF SOCKS      SLIGHT       026         039         

                                           LYING IN BED          NONE         026         039         

                                           SITTING               MODERATE     026         039         

                                           TOILETING             MODERATE     026         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  031       031              Arthronat     WEEK 4 (V6)      MDV       07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  032       032              Placebo       BASELINE         BTR       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        BTR       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  031       031              Arthronat     GETTING ON OR OFF     MODERATE     026         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         039         

                                                                                                      

  032       032              Placebo       WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       NONE         024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      MODERATE     024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          NONE         024         034         

                                           SITTING               SLIGHT       024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     MODERATE     024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  032       032              Placebo       SCREENING        BTR       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      BTR       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  032       032              Placebo       DESCENDING STAIRS     MODERATE     024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       NONE         024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      MODERATE     024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          NONE         024         034         

                                           SITTING               SLIGHT       024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     MODERATE     024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               MODERATE     009         042         

                                           STAIR CLIMBING        MODERATE     009         042         

                                           NOCTURNAL             MODERATE     009         042         

                                           REST                  SLIGHT       009         042         

                                           WEIGHT BEARING        MODERATE     009         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         042         

                                           ASCENDING STAIRS      MODERATE     030         042         

                                           RISING FROM SITTING   MODERATE     030         042         

                                           STANDING              SLIGHT       030         042         

                                           BENDING TO FLOOR      SLIGHT       030         042         

                                           WALKING ON FLAT       SLIGHT       030         042         

                                           GETTING IN & OUT OF   SLIGHT       030         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         042         

                                           PUTTING ON SOCKS      MODERATE     030         042         

                                           RISING FROM BED       MODERATE     030         042         

                                           TAKING OFF SOCKS      MODERATE     030         042         

                                           LYING IN BED          SEVERE       030         042         

                                           SITTING               MODERATE     030         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  032       032              Placebo       WEEK 1 (V3)      BTR       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      BTR       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      BTR       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  032       032              Placebo       TOILETING             MODERATE     030         042         

                                           GETTING ON OR OFF     SLIGHT       030         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         042         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         042         

                                           WALKING               MODERATE     008         042         

                                           STAIR CLIMBING        MODERATE     008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        MODERATE     008         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         042         

                                           ASCENDING STAIRS      MODERATE     031         042         

                                           RISING FROM SITTING   SLIGHT       031         042         

                                           STANDING              SLIGHT       031         042         

                                           BENDING TO FLOOR      MODERATE     031         042         

                                           WALKING ON FLAT       MODERATE     031         042         

                                           GETTING IN & OUT OF   SLIGHT       031         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         042         

                                           PUTTING ON SOCKS      MODERATE     031         042         

                                           RISING FROM BED       MODERATE     031         042         

                                           TAKING OFF SOCKS      MODERATE     031         042         

                                           LYING IN BED          SLIGHT       031         042         

                                           SITTING               MODERATE     031         042         

                                           TOILETING             MODERATE     031         042         

                                           GETTING ON OR OFF     MODERATE     031         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         042         

                                           LIGHT DOMESTIC WORK   MODERATE     031         042         

                                           WALKING               MODERATE     009         037         

                                           STAIR CLIMBING        MODERATE     009         037         

                                           NOCTURNAL             SLIGHT       009         037         

                                           REST                  MODERATE     009         037         

                                           WEIGHT BEARING        MODERATE     009         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  032       032              Placebo       WEEK 3 (V5)      BTR       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      BTR       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  032       032              Placebo       DESCENDING STAIRS     MODERATE     025         037         

                                           ASCENDING STAIRS      MODERATE     025         037         

                                           RISING FROM SITTING   SLIGHT       025         037         

                                           STANDING              SLIGHT       025         037         

                                           BENDING TO FLOOR      MODERATE     025         037         

                                           WALKING ON FLAT       MODERATE     025         037         

                                           GETTING IN & OUT OF   MODERATE     025         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         037         

                                           PUTTING ON SOCKS      SLIGHT       025         037         

                                           RISING FROM BED       NONE         025         037         

                                           TAKING OFF SOCKS      SLIGHT       025         037         

                                           LYING IN BED          MODERATE     025         037         

                                           SITTING               MODERATE     025         037         

                                           TOILETING             MODERATE     025         037         

                                           GETTING ON OR OFF     SLIGHT       025         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       025         037         

                                           LIGHT DOMESTIC WORK   MODERATE     025         037         

                                           WALKING               MODERATE     007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        SLIGHT       007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      MODERATE     030         040         

                                           RISING FROM SITTING   SEVERE       030         040         

                                           STANDING              MODERATE     030         040         

                                           BENDING TO FLOOR      SLIGHT       030         040         

                                           WALKING ON FLAT       NONE         030         040         

                                           GETTING IN & OUT OF   SLIGHT       030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      MODERATE     030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      MODERATE     030         040         

                                           LYING IN BED          SEVERE       030         040         

                                           SITTING               SEVERE       030         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  032       032              Placebo       WEEK 4 (V6)      BTR       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  033       039              Arthronat     BASELINE         GRM       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        GRM       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  032       032              Placebo       TOILETING             MODERATE     030         040         

                                           GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                                                                                      

  033       039              Arthronat     WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  033       039              Arthronat     SCREENING        GRM       02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      GRM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  033       039              Arthronat     STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  033       039              Arthronat     WEEK 1 (V3)      GRM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      GRM       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      GRM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  033       039              Arthronat     TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  033       039              Arthronat     WEEK 3 (V5)      GRM       31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      GRM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  033       039              Arthronat     STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  033       039              Arthronat     WEEK 4 (V6)      GRM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  034       040              Arthronat     BASELINE         RGM       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        RGM       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  033       039              Arthronat     TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                                                                                      

  034       040              Arthronat     WALKING               MODERATE     009         043         

                                           STAIR CLIMBING        MODERATE     009         043         

                                           NOCTURNAL             MODERATE     009         043         

                                           REST                  SLIGHT       009         043         

                                           WEIGHT BEARING        MODERATE     009         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         043         

                                           ASCENDING STAIRS      SEVERE       031         043         

                                           RISING FROM SITTING   MODERATE     031         043         

                                           STANDING              SLIGHT       031         043         

                                           BENDING TO FLOOR      MODERATE     031         043         

                                           WALKING ON FLAT       SEVERE       031         043         

                                           GETTING IN & OUT OF   MODERATE     031         043         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         043         

                                           PUTTING ON SOCKS      SLIGHT       031         043         

                                           RISING FROM BED       MODERATE     031         043         

                                           TAKING OFF SOCKS      SLIGHT       031         043         

                                           LYING IN BED          SLIGHT       031         043         

                                           SITTING               MODERATE     031         043         

                                           TOILETING             SLIGHT       031         043         

                                           GETTING ON OR OFF     MODERATE     031         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         043         

                                           LIGHT DOMESTIC WORK   MODERATE     031         043         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             MODERATE     008         037         

                                           REST                  NONE         008         037         

                                           WEIGHT BEARING        MODERATE     008         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  034       040              Arthronat     SCREENING        RGM       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      RGM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  034       040              Arthronat     MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       NONE         026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      MODERATE     026         037         

                                           LYING IN BED          NONE         026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   MODERATE     026         037         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        MODERATE     009         039         

                                           NOCTURNAL             MODERATE     009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       NONE         027         039         

                                           GETTING IN & OUT OF   SLIGHT       027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039         

                                           PUTTING ON SOCKS      MODERATE     027         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  034       040              Arthronat     WEEK 1 (V3)      RGM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      RGM       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      RGM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  034       040              Arthronat     RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      MODERATE     027         039         

                                           LYING IN BED          NONE         027         039         

                                           SITTING               MODERATE     027         039         

                                           TOILETING             SLIGHT       027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         039         

                                           LIGHT DOMESTIC WORK   MODERATE     027         039         

                                           WALKING               MODERATE     009         035         

                                           STAIR CLIMBING        MODERATE     009         035         

                                           NOCTURNAL             MODERATE     009         035         

                                           REST                  SLIGHT       009         035         

                                           WEIGHT BEARING        MODERATE     009         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         035         

                                           ASCENDING STAIRS      MODERATE     023         035         

                                           RISING FROM SITTING   SLIGHT       023         035         

                                           STANDING              SLIGHT       023         035         

                                           BENDING TO FLOOR      SLIGHT       023         035         

                                           WALKING ON FLAT       SLIGHT       023         035         

                                           GETTING IN & OUT OF   MODERATE     023         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         035         

                                           PUTTING ON SOCKS      SLIGHT       023         035         

                                           RISING FROM BED       SLIGHT       023         035         

                                           TAKING OFF SOCKS      SLIGHT       023         035         

                                           LYING IN BED          SLIGHT       023         035         

                                           SITTING               SLIGHT       023         035         

                                           TOILETING             MODERATE     023         035         

                                           GETTING ON OR OFF     MODERATE     023         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         035         

                                           WALKING               MODERATE     009         035         

                                           STAIR CLIMBING        MODERATE     009         035         

                                           NOCTURNAL             MODERATE     009         035         

                                           REST                  SLIGHT       009         035         

                                           WEIGHT BEARING        MODERATE     009         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  034       040              Arthronat     WEEK 3 (V5)      RGM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      RGM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  034       040              Arthronat     MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         035         

                                           ASCENDING STAIRS      MODERATE     023         035         

                                           RISING FROM SITTING   SLIGHT       023         035         

                                           STANDING              SLIGHT       023         035         

                                           BENDING TO FLOOR      SLIGHT       023         035         

                                           WALKING ON FLAT       SLIGHT       023         035         

                                           GETTING IN & OUT OF   MODERATE     023         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         035         

                                           PUTTING ON SOCKS      SLIGHT       023         035         

                                           RISING FROM BED       SLIGHT       023         035         

                                           TAKING OFF SOCKS      SLIGHT       023         035         

                                           LYING IN BED          SLIGHT       023         035         

                                           SITTING               SLIGHT       023         035         

                                           TOILETING             MODERATE     023         035         

                                           GETTING ON OR OFF     MODERATE     023         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         035         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        MODERATE     009         039         

                                           NOCTURNAL             MODERATE     009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       NONE         027         039         

                                           GETTING IN & OUT OF   SLIGHT       027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039         

                                           PUTTING ON SOCKS      MODERATE     027         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  034       040              Arthronat     WEEK 4 (V6)      RGM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  035       038              Placebo       BASELINE         UKV       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        UKV       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  034       040              Arthronat     RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      MODERATE     027         039         

                                           LYING IN BED          NONE         027         039         

                                           SITTING               MODERATE     027         039         

                                           TOILETING             SLIGHT       027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         039         

                                           LIGHT DOMESTIC WORK   MODERATE     027         039         

                                                                                                      

  035       038              Placebo       WALKING               MODERATE     010         043         

                                           STAIR CLIMBING        MODERATE     010         043         

                                           NOCTURNAL             SLIGHT       010         043         

                                           REST                  MODERATE     010         043         

                                           WEIGHT BEARING        SEVERE       010         043         

                                           MORNING STIFFNESS     MODERATE     003         043         

                                           STIFFNESS IN THE      SLIGHT       003         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         043         

                                           ASCENDING STAIRS      SLIGHT       030         043         

                                           RISING FROM SITTING   SLIGHT       030         043         

                                           STANDING              SLIGHT       030         043         

                                           BENDING TO FLOOR      SLIGHT       030         043         

                                           WALKING ON FLAT       MODERATE     030         043         

                                           GETTING IN & OUT OF   MODERATE     030         043         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         043         

                                           PUTTING ON SOCKS      MODERATE     030         043         

                                           RISING FROM BED       SEVERE       030         043         

                                           TAKING OFF SOCKS      MODERATE     030         043         

                                           LYING IN BED          SEVERE       030         043         

                                           SITTING               MODERATE     030         043         

                                           TOILETING             SLIGHT       030         043         

                                           GETTING ON OR OFF     MODERATE     030         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         043         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         043         

                                           WALKING               MODERATE     008         033         

                                           STAIR CLIMBING        MODERATE     008         033         

                                           NOCTURNAL             SLIGHT       008         033         

                                           REST                  SLIGHT       008         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  035       038              Placebo       SCREENING        UKV       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      UKV       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  035       038              Placebo       WEIGHT BEARING        MODERATE     008         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     022         033         

                                           ASCENDING STAIRS      MODERATE     022         033         

                                           RISING FROM SITTING   MODERATE     022         033         

                                           STANDING              SLIGHT       022         033         

                                           BENDING TO FLOOR      SLIGHT       022         033         

                                           WALKING ON FLAT       SLIGHT       022         033         

                                           GETTING IN & OUT OF   MODERATE     022         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         033         

                                           PUTTING ON SOCKS      SLIGHT       022         033         

                                           RISING FROM BED       SLIGHT       022         033         

                                           TAKING OFF SOCKS      SLIGHT       022         033         

                                           LYING IN BED          NONE         022         033         

                                           SITTING               SLIGHT       022         033         

                                           TOILETING             MODERATE     022         033         

                                           GETTING ON OR OFF     MODERATE     022         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         033         

                                           LIGHT DOMESTIC WORK   NONE         022         033         

                                           WALKING               SLIGHT       007         045         

                                           STAIR CLIMBING        MODERATE     007         045         

                                           NOCTURNAL             SLIGHT       007         045         

                                           REST                  MODERATE     007         045         

                                           WEIGHT BEARING        SLIGHT       007         045         

                                           MORNING STIFFNESS     SEVERE       005         045         

                                           STIFFNESS IN THE      MODERATE     005         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SEVERE       033         045         

                                           ASCENDING STAIRS      MODERATE     033         045         

                                           RISING FROM SITTING   SEVERE       033         045         

                                           STANDING              MODERATE     033         045         

                                           BENDING TO FLOOR      SLIGHT       033         045         

                                           WALKING ON FLAT       MODERATE     033         045         

                                           GETTING IN & OUT OF   MODERATE     033         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     033         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  035       038              Placebo       WEEK 1 (V3)      UKV       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      UKV       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      UKV       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  035       038              Placebo       PUTTING ON SOCKS      SLIGHT       033         045         

                                           RISING FROM BED       SLIGHT       033         045         

                                           TAKING OFF SOCKS      SLIGHT       033         045         

                                           LYING IN BED          MODERATE     033         045         

                                           SITTING               MODERATE     033         045         

                                           TOILETING             MODERATE     033         045         

                                           GETTING ON OR OFF     SEVERE       033         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     033         045         

                                           LIGHT DOMESTIC WORK   MODERATE     033         045         

                                           WALKING               MODERATE     009         043         

                                           STAIR CLIMBING        SEVERE       009         043         

                                           NOCTURNAL             MODERATE     009         043         

                                           REST                  SLIGHT       009         043         

                                           WEIGHT BEARING        SLIGHT       009         043         

                                           MORNING STIFFNESS     SEVERE       005         043         

                                           STIFFNESS IN THE      MODERATE     005         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         043         

                                           ASCENDING STAIRS      MODERATE     029         043         

                                           RISING FROM SITTING   SLIGHT       029         043         

                                           STANDING              SLIGHT       029         043         

                                           BENDING TO FLOOR      MODERATE     029         043         

                                           WALKING ON FLAT       SEVERE       029         043         

                                           GETTING IN & OUT OF   MODERATE     029         043         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         043         

                                           PUTTING ON SOCKS      SLIGHT       029         043         

                                           RISING FROM BED       SLIGHT       029         043         

                                           TAKING OFF SOCKS      MODERATE     029         043         

                                           LYING IN BED          MODERATE     029         043         

                                           SITTING               MODERATE     029         043         

                                           TOILETING             SLIGHT       029         043         

                                           GETTING ON OR OFF     SLIGHT       029         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         043         

                                           LIGHT DOMESTIC WORK   MODERATE     029         043         

                                           WALKING               MODERATE     009         042         

                                           STAIR CLIMBING        SEVERE       009         042         

                                           NOCTURNAL             MODERATE     009         042         

                                           REST                  SLIGHT       009         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  035       038              Placebo       WEEK 3 (V5)      UKV       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      UKV       03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                                                                                  

                                                                      03SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  035       038              Placebo       WEIGHT BEARING        SLIGHT       009         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         042         

                                           ASCENDING STAIRS      MODERATE     030         042         

                                           RISING FROM SITTING   SLIGHT       030         042         

                                           STANDING              SLIGHT       030         042         

                                           BENDING TO FLOOR      SLIGHT       030         042         

                                           WALKING ON FLAT       MODERATE     030         042         

                                           GETTING IN & OUT OF   MODERATE     030         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         042         

                                           PUTTING ON SOCKS      MODERATE     030         042         

                                           RISING FROM BED       SEVERE       030         042         

                                           TAKING OFF SOCKS      MODERATE     030         042         

                                           LYING IN BED          SEVERE       030         042         

                                           SITTING               SLIGHT       030         042         

                                           TOILETING             SLIGHT       030         042         

                                           GETTING ON OR OFF     MODERATE     030         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         042         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         042         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   SLIGHT       028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       MODERATE     028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  035       038              Placebo       WEEK 4 (V6)      UKV       03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                                                                                  

                                                                      03SEP2010                    YES                            

                                                                      03SEP2010                    YES                            

                                                                                                                                  

  036       033              Arthronat     BASELINE         IDM       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        IDM       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  035       038              Placebo       PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          MODERATE     028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                                                                                      

  036       033              Arthronat     WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  036       033              Arthronat     SCREENING        IDM       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      IDM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  036       033              Arthronat     REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  036       033              Arthronat     WEEK 1 (V3)      IDM       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      IDM       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      IDM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  036       033              Arthronat     GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  036       033              Arthronat     WEEK 3 (V5)      IDM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      IDM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  036       033              Arthronat     REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  036       033              Arthronat     WEEK 4 (V6)      IDM       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  037       037              Arthronat     BASELINE         GSN       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        GSN       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  036       033              Arthronat     GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                                                                                      

  037       037              Arthronat     WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     005         044         

                                           STIFFNESS IN THE      SLIGHT       005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         044         

                                           ASCENDING STAIRS      MODERATE     030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044         

                                           GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      MODERATE     030         044         

                                           RISING FROM BED       MODERATE     030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          MODERATE     030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                           WALKING               MODERATE     009         035         

                                           STAIR CLIMBING        MODERATE     009         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  037       037              Arthronat     SCREENING        GSN       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      GSN       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  037       037              Arthronat     NOCTURNAL             MODERATE     009         035         

                                           REST                  SLIGHT       009         035         

                                           WEIGHT BEARING        MODERATE     009         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         035         

                                           ASCENDING STAIRS      MODERATE     023         035         

                                           RISING FROM SITTING   SLIGHT       023         035         

                                           STANDING              SLIGHT       023         035         

                                           BENDING TO FLOOR      SLIGHT       023         035         

                                           WALKING ON FLAT       SLIGHT       023         035         

                                           GETTING IN & OUT OF   MODERATE     023         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         035         

                                           PUTTING ON SOCKS      SLIGHT       023         035         

                                           RISING FROM BED       SLIGHT       023         035         

                                           TAKING OFF SOCKS      SLIGHT       023         035         

                                           LYING IN BED          SLIGHT       023         035         

                                           SITTING               SLIGHT       023         035         

                                           TOILETING             MODERATE     023         035         

                                           GETTING ON OR OFF     MODERATE     023         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         035         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         044         

                                           ASCENDING STAIRS      MODERATE     030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  037       037              Arthronat     WEEK 1 (V3)      GSN       17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      GSN       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      GSN       31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  037       037              Arthronat     GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      MODERATE     030         044         

                                           RISING FROM BED       MODERATE     030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          MODERATE     030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  NONE         009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         044         

                                           ASCENDING STAIRS      MODERATE     030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044         

                                           GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      MODERATE     030         044         

                                           RISING FROM BED       MODERATE     030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          MODERATE     030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                           WALKING               MODERATE     009         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  037       037              Arthronat     WEEK 3 (V5)      GSN       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      GSN       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  037       037              Arthronat     STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         044         

                                           ASCENDING STAIRS      MODERATE     030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044         

                                           GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      MODERATE     030         044         

                                           RISING FROM BED       MODERATE     030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          MODERATE     030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         044         

                                           ASCENDING STAIRS      MODERATE     030         044         

                                           RISING FROM SITTING   MODERATE     030         044         

                                           STANDING              MODERATE     030         044         

                                           BENDING TO FLOOR      MODERATE     030         044         

                                           WALKING ON FLAT       SLIGHT       030         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  037       037              Arthronat     WEEK 4 (V6)      GSN       07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  038       035              Placebo       BASELINE         API       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  037       037              Arthronat     GETTING IN & OUT OF   MODERATE     030         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         044         

                                           PUTTING ON SOCKS      MODERATE     030         044         

                                           RISING FROM BED       MODERATE     030         044         

                                           TAKING OFF SOCKS      SLIGHT       030         044         

                                           LYING IN BED          MODERATE     030         044         

                                           SITTING               SLIGHT       030         044         

                                           TOILETING             MODERATE     030         044         

                                           GETTING ON OR OFF     MODERATE     030         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         044         

                                           LIGHT DOMESTIC WORK   MODERATE     030         044         

                                                                                                      

  038       035              Placebo       WALKING               MODERATE     009         045         

                                           STAIR CLIMBING        MODERATE     009         045         

                                           NOCTURNAL             MODERATE     009         045         

                                           REST                  SLIGHT       009         045         

                                           WEIGHT BEARING        MODERATE     009         045         

                                           MORNING STIFFNESS     MODERATE     004         045         

                                           STIFFNESS IN THE      MODERATE     004         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         045         

                                           ASCENDING STAIRS      SEVERE       032         045         

                                           RISING FROM SITTING   MODERATE     032         045         

                                           STANDING              MODERATE     032         045         

                                           BENDING TO FLOOR      MODERATE     032         045         

                                           WALKING ON FLAT       SLIGHT       032         045         

                                           GETTING IN & OUT OF   MODERATE     032         045         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         045         

                                           PUTTING ON SOCKS      MODERATE     032         045         

                                           RISING FROM BED       MODERATE     032         045         

                                           TAKING OFF SOCKS      SLIGHT       032         045         

                                           LYING IN BED          MODERATE     032         045         

                                           SITTING               MODERATE     032         045         

                                           TOILETING             MODERATE     032         045         

                                           GETTING ON OR OFF     MODERATE     032         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     032         045         

                                           LIGHT DOMESTIC WORK   SLIGHT       032         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  038       035              Placebo       SCREENING        API       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      API       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  038       035              Placebo       WALKING               MODERATE     009         037         

                                           STAIR CLIMBING        MODERATE     009         037         

                                           NOCTURNAL             MODERATE     009         037         

                                           REST                  SLIGHT       009         037         

                                           WEIGHT BEARING        MODERATE     009         037         

                                           MORNING STIFFNESS     MODERATE     004         037         

                                           STIFFNESS IN THE      MODERATE     004         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         037         

                                           ASCENDING STAIRS      MODERATE     024         037         

                                           RISING FROM SITTING   SLIGHT       024         037         

                                           STANDING              SLIGHT       024         037         

                                           BENDING TO FLOOR      SLIGHT       024         037         

                                           WALKING ON FLAT       SLIGHT       024         037         

                                           GETTING IN & OUT OF   MODERATE     024         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         037         

                                           PUTTING ON SOCKS      SLIGHT       024         037         

                                           RISING FROM BED       MODERATE     024         037         

                                           TAKING OFF SOCKS      SLIGHT       024         037         

                                           LYING IN BED          SLIGHT       024         037         

                                           SITTING               SLIGHT       024         037         

                                           TOILETING             MODERATE     024         037         

                                           GETTING ON OR OFF     MODERATE     024         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         037         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      MODERATE     031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  038       035              Placebo       WEEK 1 (V3)      API       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      API       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  038       035              Placebo       WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         044         

                                           PUTTING ON SOCKS      MODERATE     031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               SLIGHT       031         044         

                                           TOILETING             SEVERE       031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      MODERATE     031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044         

                                           WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         044         

                                           PUTTING ON SOCKS      MODERATE     031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               SLIGHT       031         044         

                                           TOILETING             SEVERE       031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  038       035              Placebo       WEEK 3 (V5)      API       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      API       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  038       035              Placebo       WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      MODERATE     031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044         

                                           WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         044         

                                           PUTTING ON SOCKS      MODERATE     031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               SLIGHT       031         044         

                                           TOILETING             SEVERE       031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044         

                                           WALKING               MODERATE     009         044         

                                           STAIR CLIMBING        MODERATE     009         044         

                                           NOCTURNAL             MODERATE     009         044         

                                           REST                  SLIGHT       009         044         

                                           WEIGHT BEARING        MODERATE     009         044         

                                           MORNING STIFFNESS     MODERATE     004         044         

                                           STIFFNESS IN THE      MODERATE     004         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      MODERATE     031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              MODERATE     031         044         

                                           BENDING TO FLOOR      MODERATE     031         044        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  038       035              Placebo       WEEK 4 (V6)      API       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  039       034              Placebo       BASELINE         MHS       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  038       035              Placebo       WALKING ON FLAT       SLIGHT       031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         044         

                                           PUTTING ON SOCKS      MODERATE     031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      SLIGHT       031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               SLIGHT       031         044         

                                           TOILETING             SEVERE       031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044         

                                                                                                      

  039       034              Placebo       WALKING               MODERATE     009         043         

                                           STAIR CLIMBING        SEVERE       009         043         

                                           NOCTURNAL             MODERATE     009         043         

                                           REST                  SLIGHT       009         043         

                                           WEIGHT BEARING        SLIGHT       009         043         

                                           MORNING STIFFNESS     SEVERE       005         043         

                                           STIFFNESS IN THE      MODERATE     005         043         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         043         

                                           ASCENDING STAIRS      MODERATE     029         043         

                                           RISING FROM SITTING   SLIGHT       029         043         

                                           STANDING              SLIGHT       029         043         

                                           BENDING TO FLOOR      MODERATE     029         043         

                                           WALKING ON FLAT       SLIGHT       029         043         

                                           GETTING IN & OUT OF   MODERATE     029         043         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         043         

                                           PUTTING ON SOCKS      MODERATE     029         043         

                                           RISING FROM BED       MODERATE     029         043         

                                           TAKING OFF SOCKS      SLIGHT       029         043         

                                           LYING IN BED          MODERATE     029         043         

                                           SITTING               SEVERE       029         043         

                                           TOILETING             MODERATE     029         043         

                                           GETTING ON OR OFF     MODERATE     029         043         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       029         043        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  039       034              Placebo       BASELINE         MHS       10AUG2010                    YES                            

                                           SCREENING        MHS       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      MHS       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  039       034              Placebo       LIGHT DOMESTIC WORK   SLIGHT       029         043         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         040         

                                           ASCENDING STAIRS      SEVERE       029         040         

                                           RISING FROM SITTING   SEVERE       029         040         

                                           STANDING              SLIGHT       029         040         

                                           BENDING TO FLOOR      SLIGHT       029         040         

                                           WALKING ON FLAT       SLIGHT       029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         040         

                                           PUTTING ON SOCKS      SLIGHT       029         040         

                                           RISING FROM BED       MODERATE     029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               MODERATE     029         040         

                                           TOILETING             MODERATE     029         040         

                                           GETTING ON OR OFF     SLIGHT       029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         040         

                                           LIGHT DOMESTIC WORK   MODERATE     029         040         

                                           WALKING               MODERATE     010         045         

                                           STAIR CLIMBING        SEVERE       010         045         

                                           NOCTURNAL             MODERATE     010         045         

                                           REST                  MODERATE     010         045         

                                           WEIGHT BEARING        SLIGHT       010         045         

                                           MORNING STIFFNESS     SEVERE       005         045         

                                           STIFFNESS IN THE      MODERATE     005         045         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         045         

                                           ASCENDING STAIRS      SEVERE       030         045         

                                           RISING FROM SITTING   SEVERE       030         045         

                                           STANDING              MODERATE     030         045        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  039       034              Placebo       WEEK 1 (V3)      MHS       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      MHS       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  039       034              Placebo       BENDING TO FLOOR      MODERATE     030         045         

                                           WALKING ON FLAT       MODERATE     030         045         

                                           GETTING IN & OUT OF   MODERATE     030         045         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         045         

                                           PUTTING ON SOCKS      SLIGHT       030         045         

                                           RISING FROM BED       SLIGHT       030         045         

                                           TAKING OFF SOCKS      SLIGHT       030         045         

                                           LYING IN BED          MODERATE     030         045         

                                           SITTING               MODERATE     030         045         

                                           TOILETING             SLIGHT       030         045         

                                           GETTING ON OR OFF     MODERATE     030         045         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         045         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         045         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        SLIGHT       007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      SLIGHT       027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      MODERATE     027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  039       034              Placebo       WEEK 2 (V4)      MHS       24AUG2010                    YES                            

                                           WEEK 3 (V5)      MHS       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      MHS       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  039       034              Placebo       LIGHT DOMESTIC WORK   MODERATE     027         037         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        SLIGHT       007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   SLIGHT       027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      SLIGHT       027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      MODERATE     027         037         

                                           LYING IN BED          MODERATE     027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     SLIGHT       027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   MODERATE     027         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             MODERATE     008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        SLIGHT       008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      SLIGHT       026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  039       034              Placebo       WEEK 4 (V6)      MHS       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  040       036              Placebo       BASELINE         MNJ       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  039       034              Placebo       BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      MODERATE     026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   MODERATE     026         037         

                                                                                                      

  040       036              Placebo       WALKING               SEVERE       011         044         

                                           STAIR CLIMBING        SEVERE       011         044         

                                           NOCTURNAL             MODERATE     011         044         

                                           REST                  SLIGHT       011         044         

                                           WEIGHT BEARING        MODERATE     011         044         

                                           MORNING STIFFNESS     SEVERE       005         044         

                                           STIFFNESS IN THE      MODERATE     005         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         044         

                                           ASCENDING STAIRS      MODERATE     028         044         

                                           RISING FROM SITTING   MODERATE     028         044         

                                           STANDING              SLIGHT       028         044         

                                           BENDING TO FLOOR      MODERATE     028         044         

                                           WALKING ON FLAT       SLIGHT       028         044         

                                           GETTING IN & OUT OF   MODERATE     028         044         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         044         

                                           PUTTING ON SOCKS      MODERATE     028         044         

                                           RISING FROM BED       SLIGHT       028         044         

                                           TAKING OFF SOCKS      MODERATE     028         044         

                                           LYING IN BED          SLIGHT       028         044         

                                           SITTING               SLIGHT       028         044         

                                           TOILETING             MODERATE     028         044         

                                           GETTING ON OR OFF     MODERATE     028         044         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  040       036              Placebo       BASELINE         MNJ       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        MNJ       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      MNJ       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  040       036              Placebo       HEAVY DOMESTIC WORK   MODERATE     028         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         044         

                                           WALKING               MODERATE     009         035         

                                           STAIR CLIMBING        MODERATE     009         035         

                                           NOCTURNAL             SLIGHT       009         035         

                                           REST                  SLIGHT       009         035         

                                           WEIGHT BEARING        SEVERE       009         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         035         

                                           ASCENDING STAIRS      MODERATE     023         035         

                                           RISING FROM SITTING   SLIGHT       023         035         

                                           STANDING              SLIGHT       023         035         

                                           BENDING TO FLOOR      SLIGHT       023         035         

                                           WALKING ON FLAT       SLIGHT       023         035         

                                           GETTING IN & OUT OF   MODERATE     023         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         035         

                                           PUTTING ON SOCKS      SLIGHT       023         035         

                                           RISING FROM BED       SLIGHT       023         035         

                                           TAKING OFF SOCKS      SLIGHT       023         035         

                                           LYING IN BED          SLIGHT       023         035         

                                           SITTING               SLIGHT       023         035         

                                           TOILETING             MODERATE     023         035         

                                           GETTING ON OR OFF     MODERATE     023         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         035         

                                           WALKING               SEVERE       010         047         

                                           STAIR CLIMBING        SEVERE       010         047         

                                           NOCTURNAL             SLIGHT       010         047         

                                           REST                  SLIGHT       010         047         

                                           WEIGHT BEARING        MODERATE     010         047         

                                           MORNING STIFFNESS     SEVERE       005         047         

                                           STIFFNESS IN THE      MODERATE     005         047         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     032         047         

                                           ASCENDING STAIRS      SEVERE       032         047         

                                           RISING FROM SITTING   SEVERE       032         047        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  040       036              Placebo       WEEK 1 (V3)      MNJ       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      MNJ       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  040       036              Placebo       STANDING              SLIGHT       032         047         

                                           BENDING TO FLOOR      MODERATE     032         047         

                                           WALKING ON FLAT       SLIGHT       032         047         

                                           GETTING IN & OUT OF   SLIGHT       032         047         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     032         047         

                                           PUTTING ON SOCKS      SLIGHT       032         047         

                                           RISING FROM BED       MODERATE     032         047         

                                           TAKING OFF SOCKS      SLIGHT       032         047         

                                           LYING IN BED          SLIGHT       032         047         

                                           SITTING               MODERATE     032         047         

                                           TOILETING             SEVERE       032         047         

                                           GETTING ON OR OFF     MODERATE     032         047         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       032         047         

                                           LIGHT DOMESTIC WORK   MODERATE     032         047         

                                           WALKING               SEVERE       010         044         

                                           STAIR CLIMBING        MODERATE     010         044         

                                           NOCTURNAL             SLIGHT       010         044         

                                           REST                  MODERATE     010         044         

                                           WEIGHT BEARING        MODERATE     010         044         

                                           MORNING STIFFNESS     MODERATE     003         044         

                                           STIFFNESS IN THE      SLIGHT       003         044         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         044         

                                           ASCENDING STAIRS      SEVERE       031         044         

                                           RISING FROM SITTING   MODERATE     031         044         

                                           STANDING              SLIGHT       031         044         

                                           BENDING TO FLOOR      SLIGHT       031         044         

                                           WALKING ON FLAT       MODERATE     031         044         

                                           GETTING IN & OUT OF   MODERATE     031         044         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       031         044         

                                           PUTTING ON SOCKS      SLIGHT       031         044         

                                           RISING FROM BED       MODERATE     031         044         

                                           TAKING OFF SOCKS      MODERATE     031         044         

                                           LYING IN BED          MODERATE     031         044         

                                           SITTING               SEVERE       031         044         

                                           TOILETING             MODERATE     031         044         

                                           GETTING ON OR OFF     MODERATE     031         044         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  040       036              Placebo       WEEK 2 (V4)      MNJ       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      MNJ       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      MNJ       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  040       036              Placebo       HEAVY DOMESTIC WORK   MODERATE     031         044         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         044         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   SLIGHT       027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      MODERATE     027         038         

                                           LYING IN BED          MODERATE     027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               SEVERE       011         041         

                                           STAIR CLIMBING        SEVERE       011         041         

                                           NOCTURNAL             MODERATE     011         041         

                                           REST                  SLIGHT       011         041         

                                           WEIGHT BEARING        MODERATE     011         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         041         

                                           ASCENDING STAIRS      MODERATE     027         041         

                                           RISING FROM SITTING   MODERATE     027         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  040       036              Placebo       WEEK 4 (V6)      MNJ       07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

                                                                      07SEP2010                    YES                            

                                                                      07SEP2010                    YES                            

                                                                                                                                  

  041       030              Placebo       BASELINE         UMS       10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  040       036              Placebo       STANDING              SLIGHT       027         041         

                                           BENDING TO FLOOR      SLIGHT       027         041         

                                           WALKING ON FLAT       MODERATE     027         041         

                                           GETTING IN & OUT OF   SLIGHT       027         041         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         041         

                                           PUTTING ON SOCKS      MODERATE     027         041         

                                           RISING FROM BED       MODERATE     027         041         

                                           TAKING OFF SOCKS      SLIGHT       027         041         

                                           LYING IN BED          SLIGHT       027         041         

                                           SITTING               SLIGHT       027         041         

                                           TOILETING             MODERATE     027         041         

                                           GETTING ON OR OFF     MODERATE     027         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       027         041         

                                           LIGHT DOMESTIC WORK   MODERATE     027         041         

                                                                                                      

  041       030              Placebo       WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  NONE         007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     SEVERE       005         038         

                                           STIFFNESS IN THE      MODERATE     005         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         038         

                                           ASCENDING STAIRS      SLIGHT       026         038         

                                           RISING FROM SITTING   MODERATE     026         038         

                                           STANDING              SLIGHT       026         038         

                                           BENDING TO FLOOR      MODERATE     026         038         

                                           WALKING ON FLAT       SLIGHT       026         038         

                                           GETTING IN & OUT OF   SEVERE       026         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         038         

                                           PUTTING ON SOCKS      SLIGHT       026         038         

                                           RISING FROM BED       MODERATE     026         038         

                                           TAKING OFF SOCKS      SLIGHT       026         038         

                                           LYING IN BED          NONE         026         038         

                                           SITTING               NONE         026         038         

                                           TOILETING             MODERATE     026         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  041       030              Placebo       BASELINE         UMS       10AUG2010                    YES                            

                                                                                                                                  

                                                                      10AUG2010                    YES                            

                                                                      10AUG2010                    YES                            

                                           SCREENING        UMS       02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                                                                                                                  

                                                                      02AUG2010                    YES                            

                                                                      02AUG2010                    YES                            

                                           WEEK 1 (V3)      UMS       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      17AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  041       030              Placebo       GETTING ON OR OFF     MODERATE     026         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         038         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  NONE         007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     SEVERE       004         039         

                                           STIFFNESS IN THE      SLIGHT       004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     007         041         

                                           STAIR CLIMBING        MODERATE     007         041         

                                           NOCTURNAL             SLIGHT       007         041         

                                           REST                  NONE         007         041         

                                           WEIGHT BEARING        MODERATE     007         041         

                                           MORNING STIFFNESS     SEVERE       005         041         

                                           STIFFNESS IN THE      MODERATE     005         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  041       030              Placebo       WEEK 1 (V3)      UMS       17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                                                                                                                  

                                                                      17AUG2010                    YES                            

                                                                      17AUG2010                    YES                            

                                           WEEK 2 (V4)      UMS       24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  041       030              Placebo       ASCENDING STAIRS      SLIGHT       029         041         

                                           RISING FROM SITTING   MODERATE     029         041         

                                           STANDING              SLIGHT       029         041         

                                           BENDING TO FLOOR      MODERATE     029         041         

                                           WALKING ON FLAT       SLIGHT       029         041         

                                           GETTING IN & OUT OF   MODERATE     029         041         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         041         

                                           PUTTING ON SOCKS      SLIGHT       029         041         

                                           RISING FROM BED       MODERATE     029         041         

                                           TAKING OFF SOCKS      SLIGHT       029         041         

                                           LYING IN BED          SLIGHT       029         041         

                                           SITTING               MODERATE     029         041         

                                           TOILETING             SEVERE       029         041         

                                           GETTING ON OR OFF     MODERATE     029         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         041         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  NONE         007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      SLIGHT       029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         039         

                                           PUTTING ON SOCKS      SLIGHT       029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  041       030              Placebo       WEEK 2 (V4)      UMS       24AUG2010                    YES                            

                                                                                                                                  

                                                                      24AUG2010                    YES                            

                                                                      24AUG2010                    YES                            

                                           WEEK 3 (V5)      UMS       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 4 (V6)      UMS       07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      07AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  041       030              Placebo       GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                           WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  NONE         007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      SLIGHT       028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      MODERATE     028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               SLIGHT       028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     SEVERE       028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  041       030              Placebo       WEEK 4 (V6)      UMS       07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                                                                                  

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                                                                                  

                                                                      07AUG2010                    YES                            

                                                                      07AUG2010                    YES                            

                                                                                                                                  

  042       050              Arthronat     BASELINE         VKC       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  041       030              Placebo       ASCENDING STAIRS      SLIGHT       026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      SLIGHT       026         036         

                                           WALKING ON FLAT       MODERATE     026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               SLIGHT       026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  042       050              Arthronat     WALKING               MODERATE     009         035         

                                           STAIR CLIMBING        SEVERE       009         035         

                                           NOCTURNAL             SLIGHT       009         035         

                                           REST                  SLIGHT       009         035         

                                           WEIGHT BEARING        MODERATE     009         035         

                                           MORNING STIFFNESS     SEVERE       005         035         

                                           STIFFNESS IN THE      MODERATE     005         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       021         035         

                                           ASCENDING STAIRS      SLIGHT       021         035         

                                           RISING FROM SITTING   MODERATE     021         035         

                                           STANDING              SLIGHT       021         035         

                                           BENDING TO FLOOR      MODERATE     021         035         

                                           WALKING ON FLAT       SLIGHT       021         035         

                                           GETTING IN & OUT OF   SLIGHT       021         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         035         

                                           PUTTING ON SOCKS      SLIGHT       021         035         

                                           RISING FROM BED       SLIGHT       021         035         

                                           TAKING OFF SOCKS      SLIGHT       021         035         

                                           LYING IN BED          SLIGHT       021         035         

                                           SITTING               MODERATE     021         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  042       050              Arthronat     BASELINE         VKC       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        VKC       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      VKC       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  042       050              Arthronat     TOILETING             SLIGHT       021         035         

                                           GETTING ON OR OFF     SLIGHT       021         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       021         035         

                                           WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  SLIGHT       009         040         

                                           WEIGHT BEARING        MODERATE     009         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         040         

                                           ASCENDING STAIRS      MODERATE     028         040         

                                           RISING FROM SITTING   MODERATE     028         040         

                                           STANDING              MODERATE     028         040         

                                           BENDING TO FLOOR      SLIGHT       028         040         

                                           WALKING ON FLAT       MODERATE     028         040         

                                           GETTING IN & OUT OF   MODERATE     028         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         040         

                                           PUTTING ON SOCKS      MODERATE     028         040         

                                           RISING FROM BED       SLIGHT       028         040         

                                           TAKING OFF SOCKS      MODERATE     028         040         

                                           LYING IN BED          MODERATE     028         040         

                                           SITTING               SLIGHT       028         040         

                                           TOILETING             SLIGHT       028         040         

                                           GETTING ON OR OFF     MODERATE     028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         040         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  042       050              Arthronat     WEEK 1 (V3)      VKC       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      VKC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  042       050              Arthronat     DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       004         026         

                                           STAIR CLIMBING        MODERATE     004         026         

                                           NOCTURNAL             NONE         004         026         

                                           REST                  NONE         004         026         

                                           WEIGHT BEARING        SLIGHT       004         026         

                                           MORNING STIFFNESS     MODERATE     003         026         

                                           STIFFNESS IN THE      SLIGHT       003         026         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       019         026         

                                           ASCENDING STAIRS      MODERATE     019         026         

                                           RISING FROM SITTING   MODERATE     019         026         

                                           STANDING              NONE         019         026         

                                           BENDING TO FLOOR      MODERATE     019         026         

                                           WALKING ON FLAT       NONE         019         026         

                                           GETTING IN & OUT OF   SLIGHT       019         026         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       019         026         

                                           PUTTING ON SOCKS      SLIGHT       019         026         

                                           RISING FROM BED       SLIGHT       019         026         

                                           TAKING OFF SOCKS      SLIGHT       019         026         

                                           LYING IN BED          NONE         019         026         

                                           SITTING               SLIGHT       019         026        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  042       050              Arthronat     WEEK 2 (V4)      VKC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      VKC       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      VKC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  042       050              Arthronat     TOILETING             MODERATE     019         026         

                                           GETTING ON OR OFF     SLIGHT       019         026         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     019         026         

                                           LIGHT DOMESTIC WORK   SLIGHT       019         026         

                                           WALKING               SLIGHT       004         028         

                                           STAIR CLIMBING        MODERATE     004         028         

                                           NOCTURNAL             NONE         004         028         

                                           REST                  NONE         004         028         

                                           WEIGHT BEARING        SLIGHT       004         028         

                                           MORNING STIFFNESS     MODERATE     003         028         

                                           STIFFNESS IN THE      SLIGHT       003         028         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       021         028         

                                           ASCENDING STAIRS      MODERATE     021         028         

                                           RISING FROM SITTING   MODERATE     021         028         

                                           STANDING              SLIGHT       021         028         

                                           BENDING TO FLOOR      MODERATE     021         028         

                                           WALKING ON FLAT       NONE         021         028         

                                           GETTING IN & OUT OF   SLIGHT       021         028         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         028         

                                           PUTTING ON SOCKS      SLIGHT       021         028         

                                           RISING FROM BED       MODERATE     021         028         

                                           TAKING OFF SOCKS      SLIGHT       021         028         

                                           LYING IN BED          NONE         021         028         

                                           SITTING               SLIGHT       021         028         

                                           TOILETING             MODERATE     021         028         

                                           GETTING ON OR OFF     SLIGHT       021         028         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         028         

                                           LIGHT DOMESTIC WORK   SLIGHT       021         028         

                                           WALKING               SLIGHT       004         029         

                                           STAIR CLIMBING        MODERATE     004         029         

                                           NOCTURNAL             NONE         004         029         

                                           REST                  NONE         004         029         

                                           WEIGHT BEARING        SLIGHT       004         029         

                                           MORNING STIFFNESS     MODERATE     003         029         

                                           STIFFNESS IN THE      SLIGHT       003         029         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  042       050              Arthronat     WEEK 4 (V6)      VKC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  043       052              Arthronat     BASELINE         GMS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  042       050              Arthronat     DESCENDING STAIRS     SLIGHT       022         029         

                                           ASCENDING STAIRS      MODERATE     022         029         

                                           RISING FROM SITTING   MODERATE     022         029         

                                           STANDING              SLIGHT       022         029         

                                           BENDING TO FLOOR      MODERATE     022         029         

                                           WALKING ON FLAT       SLIGHT       022         029         

                                           GETTING IN & OUT OF   MODERATE     022         029         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         029         

                                           PUTTING ON SOCKS      SLIGHT       022         029         

                                           RISING FROM BED       SLIGHT       022         029         

                                           TAKING OFF SOCKS      SLIGHT       022         029         

                                           LYING IN BED          NONE         022         029         

                                           SITTING               SLIGHT       022         029         

                                           TOILETING             MODERATE     022         029         

                                           GETTING ON OR OFF     SLIGHT       022         029         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         029         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         029         

                                                                                                      

  043       052              Arthronat     WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  043       052              Arthronat     BASELINE         GMS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        GMS       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      GMS       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  043       052              Arthronat     SITTING               MODERATE     025         036         

                                           TOILETING             SEVERE       025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        SLIGHT       007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              MODERATE     029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       MODERATE     029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      SLIGHT       029         039         

                                           RISING FROM BED       SLIGHT       029         039         

                                           TAKING OFF SOCKS      MODERATE     029         039         

                                           LYING IN BED          MODERATE     029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SLIGHT       029         039         

                                           GETTING ON OR OFF     SLIGHT       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   MODERATE     029         039         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  043       052              Arthronat     WEEK 1 (V3)      GMS       20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      GMS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  043       052              Arthronat     STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          MODERATE     026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     007         035         

                                           STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  NONE         007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   MODERATE     025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   SLIGHT       025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       MODERATE     025         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  043       052              Arthronat     WEEK 2 (V4)      GMS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      GMS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      GMS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  043       052              Arthronat     TAKING OFF SOCKS      MODERATE     025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               MODERATE     025         035         

                                           TOILETING             MODERATE     025         035         

                                           GETTING ON OR OFF     SLIGHT       025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                           WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  043       052              Arthronat     WEEK 4 (V6)      GMS       11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  045       043              Arthronat     BASELINE         AVS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  043       052              Arthronat     STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                                                                                      

  045       043              Arthronat     WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      NONE         025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      MODERATE     025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  045       043              Arthronat     BASELINE         AVS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        AVS       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      AVS       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  045       043              Arthronat     RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  045       043              Arthronat     WEEK 1 (V3)      AVS       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      AVS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  045       043              Arthronat     MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               MODERATE     024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     008         36          

                                           STAIR CLIMBING        MODERATE     008         36          

                                           NOCTURNAL             SLIGHT       008         36          

                                           REST                  SLIGHT       008         36          

                                           WEIGHT BEARING        MODERATE     008         36          

                                           MORNING STIFFNESS     MODERATE     003         36          

                                           STIFFNESS IN THE      SLIGHT       003         36          

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         36          

                                           ASCENDING STAIRS      MODERATE     025         36          

                                           RISING FROM SITTING   MODERATE     025         36          

                                           STANDING              SLIGHT       025         36          

                                           BENDING TO FLOOR      MODERATE     025         36          

                                           WALKING ON FLAT       SLIGHT       025         36          

                                           GETTING IN & OUT OF   SLIGHT       025         36          

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         36          

                                           PUTTING ON SOCKS      SLIGHT       025         36         



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  045       043              Arthronat     WEEK 2 (V4)      AVS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      AVS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      AVS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  045       043              Arthronat     RISING FROM BED       MODERATE     025         36          

                                           TAKING OFF SOCKS      SLIGHT       025         36          

                                           LYING IN BED          SLIGHT       025         36          

                                           SITTING               MODERATE     025         36          

                                           TOILETING             MODERATE     025         36          

                                           GETTING ON OR OFF     SLIGHT       025         36          

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         36          

                                           LIGHT DOMESTIC WORK   SLIGHT       025         36          

                                           WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  NONE         007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   SEVERE       028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   SLIGHT       028         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     SLIGHT       028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  045       043              Arthronat     WEEK 4 (V6)      AVS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  046       053              Placebo       BASELINE         BGD       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  045       043              Arthronat     MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   SEVERE       028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   SLIGHT       028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     SLIGHT       028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                                                                                      

  046       053              Placebo       WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  046       053              Placebo       BASELINE         BGD       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        BGD       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      BGD       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  046       053              Placebo       PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  046       053              Placebo       WEEK 1 (V3)      BGD       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      BGD       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  046       053              Placebo       WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   SLIGHT       024         035         

                                           STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   MODERATE     024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               MODERATE     024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   SEVERE       027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  046       053              Placebo       WEEK 2 (V4)      BGD       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      BGD       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      BGD       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  046       053              Placebo       PUTTING ON SOCKS      MODERATE     027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   SEVERE       026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     SLIGHT       026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               MODERATE     007         035         

                                           STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  NONE         007         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  046       053              Placebo       WEEK 4 (V6)      BGD       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  047       054              Arthronat     BASELINE         BSK       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  046       053              Placebo       WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   SEVERE       025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      SLIGHT       025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   MODERATE     025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       MODERATE     025         035         

                                           TAKING OFF SOCKS      SLIGHT       025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               MODERATE     025         035         

                                           TOILETING             MODERATE     025         035         

                                           GETTING ON OR OFF     SLIGHT       025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                                                                                      

  047       054              Arthronat     WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   SEVERE       027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  047       054              Arthronat     BASELINE         BSK       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        BSK       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      BSK       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  047       054              Arthronat     GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         036         

                                           ASCENDING STAIRS      MODERATE     024         036         

                                           RISING FROM SITTING   MODERATE     024         036         

                                           STANDING              MODERATE     024         036         

                                           BENDING TO FLOOR      MODERATE     024         036         

                                           WALKING ON FLAT       SLIGHT       024         036         

                                           GETTING IN & OUT OF   MODERATE     024         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         036         

                                           PUTTING ON SOCKS      SLIGHT       024         036         

                                           RISING FROM BED       SLIGHT       024         036         

                                           TAKING OFF SOCKS      SLIGHT       024         036         

                                           LYING IN BED          SLIGHT       024         036         

                                           SITTING               SLIGHT       024         036         

                                           TOILETING             SLIGHT       024         036         

                                           GETTING ON OR OFF     SLIGHT       024         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         036         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  047       054              Arthronat     WEEK 1 (V3)      BSK       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      BSK       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  047       054              Arthronat     REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  047       054              Arthronat     WEEK 2 (V4)      BSK       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      BSK       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      BSK       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  047       054              Arthronat     GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  047       054              Arthronat     WEEK 4 (V6)      BSK       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  048       055              Placebo       BASELINE         JIL       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  047       054              Arthronat     REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      SLIGHT       024         035         

                                           WALKING ON FLAT       MODERATE     024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          NONE         024         035         

                                           SITTING               MODERATE     024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                                                                                      

  048       055              Placebo       WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   SEVERE       025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  048       055              Placebo       BASELINE         JIL       13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        JIL       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      JIL       20SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  048       055              Placebo       GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               SLIGHT       025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   SEVERE       026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  048       055              Placebo       WEEK 1 (V3)      JIL       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      JIL       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  048       055              Placebo       STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  048       055              Placebo       WEEK 2 (V4)      JIL       27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      JIL       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      JIL       11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  048       055              Placebo       GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  048       055              Placebo       WEEK 4 (V6)      JIL       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  049       056              Arthronat     BASELINE         MNM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  048       055              Placebo       STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      MODERATE     025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                                                                                      

  049       056              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  049       056              Arthronat     BASELINE         MNM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        MNM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  049       056              Arthronat     WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          MODERATE     027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  049       056              Arthronat     WEEK 1 (V3)      MNM       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      MNM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  049       056              Arthronat     WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      MODERATE     025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          NONE         025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              SLIGHT       024         035         

                                           BENDING TO FLOOR      MODERATE     024         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  049       056              Arthronat     WEEK 2 (V4)      MNM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      MNM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  049       056              Arthronat     WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   MODERATE     024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      SLIGHT       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          MODERATE     027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  049       056              Arthronat     WEEK 4 (V6)      MNM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  050       046              Arthronat     BASELINE         VEM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  049       056              Arthronat     WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        MODERATE     009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        SEVERE       009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   SLIGHT       027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039         

                                           PUTTING ON SOCKS      MODERATE     027         039         

                                           RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          SLIGHT       027         039         

                                           SITTING               SEVERE       027         039         

                                           TOILETING             SEVERE       027         039         

                                           GETTING ON OR OFF     SLIGHT       027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039         

                                                                                                      

  050       046              Arthronat     WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  050       046              Arthronat     BASELINE         VEM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        VEM       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  050       046              Arthronat     BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     SLIGHT       026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               MODERATE     006         034         

                                           STAIR CLIMBING        MODERATE     006         034         

                                           NOCTURNAL             NONE         006         034         

                                           REST                  NONE         006         034         

                                           WEIGHT BEARING        MODERATE     006         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      MODERATE     025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       MODERATE     025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               MODERATE     025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     SLIGHT       025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  050       046              Arthronat     SCREENING        VEM       31AUG2010                    YES                            

                                           WEEK 1 (V3)      VEM       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      VEM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  050       046              Arthronat     LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      MODERATE     025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              SLIGHT       024         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  050       046              Arthronat     WEEK 2 (V4)      VEM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      VEM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  050       046              Arthronat     BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      MODERATE     024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      SLIGHT       024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     SLIGHT       024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      MODERATE     024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               SLIGHT       024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  050       046              Arthronat     WEEK 3 (V5)      VEM       04OCT2010                    YES                            

                                           WEEK 4 (V6)      VEM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  051       049              Placebo       BASELINE         NTR       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  050       046              Arthronat     LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       007         035         

                                           STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  SLIGHT       007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              SLIGHT       026         035         

                                           BENDING TO FLOOR      MODERATE     026         035         

                                           WALKING ON FLAT       SLIGHT       026         035         

                                           GETTING IN & OUT OF   MODERATE     026         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         035         

                                           PUTTING ON SOCKS      MODERATE     026         035         

                                           RISING FROM BED       MODERATE     026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          SLIGHT       026         035         

                                           SITTING               MODERATE     026         035         

                                           TOILETING             MODERATE     026         035         

                                           GETTING ON OR OFF     SLIGHT       026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                                                                                      

  051       049              Placebo       WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  051       049              Placebo       BASELINE         NTR       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        NTR       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                  

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  051       049              Placebo       STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      MODERATE     027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     SLIGHT       027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               SLIGHT       006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             SLIGHT       006         038         

                                           REST                  NONE         006         038         

                                           WEIGHT BEARING        MODERATE     006         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         038         

                                           ASCENDING STAIRS      MODERATE     029         038         

                                           RISING FROM SITTING   MODERATE     029         038         

                                           STANDING              SLIGHT       029         038         

                                           BENDING TO FLOOR      MODERATE     029         038         

                                           WALKING ON FLAT       SLIGHT       029         038         

                                           GETTING IN & OUT OF   MODERATE     029         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         038         

                                           PUTTING ON SOCKS      MODERATE     029         038         

                                           RISING FROM BED       MODERATE     029         038         

                                           TAKING OFF SOCKS      SLIGHT       029         038         

                                           LYING IN BED          SLIGHT       029         038         

                                           SITTING               MODERATE     029         038         

                                           TOILETING             SEVERE       029         038         

                                           GETTING ON OR OFF     MODERATE     029         038         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  051       049              Placebo       SCREENING        NTR       31AUG2010                    YES                            

                                                                      31AUG2010                    YES                            

                                           WEEK 1 (V3)      NTR       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      NTR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  051       049              Placebo       HEAVY DOMESTIC WORK   MODERATE     029         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         038         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               SLIGHT       007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     MODERATE     004         039         

                                           STIFFNESS IN THE      MODERATE     004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   SLIGHT       028         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  051       049              Placebo       WEEK 2 (V4)      NTR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      NTR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  051       049              Placebo       STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   SLIGHT       028         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             SEVERE       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     004         036         

                                           STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SLIGHT       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      MODERATE     025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  051       049              Placebo       WEEK 3 (V5)      NTR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      NTR       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  052       048              Placebo       BASELINE         LVT       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  051       049              Placebo       HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               SLIGHT       008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             MODERATE     008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     004         039         

                                           STIFFNESS IN THE      MODERATE     004         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   MODERATE     027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039         

                                           PUTTING ON SOCKS      SLIGHT       027         039         

                                           RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          MODERATE     027         039         

                                           SITTING               SLIGHT       027         039         

                                           TOILETING             MODERATE     027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039         

                                                                                                      

  052       048              Placebo       WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     004         037         

                                           STIFFNESS IN THE      MODERATE     004         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  052       048              Placebo       BASELINE         LVT       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        LVT       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  052       048              Placebo       RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              SLIGHT       028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       SLIGHT       028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         037         

                                           PUTTING ON SOCKS      MODERATE     028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             SEVERE       028         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  052       048              Placebo       SCREENING        LVT       02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      LVT       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      LVT       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  052       048              Placebo       GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                           WALKING               SLIGHT       007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             MODERATE     007         038         

                                           REST                  SLIGHT       007         038         

                                           WEIGHT BEARING        SLIGHT       007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      MODERATE     028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     008         041         

                                           STAIR CLIMBING        MODERATE     008         041         

                                           NOCTURNAL             SLIGHT       008         041         

                                           REST                  SLIGHT       008         041         

                                           WEIGHT BEARING        MODERATE     008         041         

                                           MORNING STIFFNESS     MODERATE     004         041         

                                           STIFFNESS IN THE      MODERATE     004         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  052       048              Placebo       WEEK 2 (V4)      LVT       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      LVT       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  052       048              Placebo       ASCENDING STAIRS      MODERATE     029         041         

                                           RISING FROM SITTING   SEVERE       029         041         

                                           STANDING              SLIGHT       029         041         

                                           BENDING TO FLOOR      MODERATE     029         041         

                                           WALKING ON FLAT       SLIGHT       029         041         

                                           GETTING IN & OUT OF   MODERATE     029         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         041         

                                           PUTTING ON SOCKS      MODERATE     029         041         

                                           RISING FROM BED       MODERATE     029         041         

                                           TAKING OFF SOCKS      SLIGHT       029         041         

                                           LYING IN BED          SLIGHT       029         041         

                                           SITTING               MODERATE     029         041         

                                           TOILETING             SEVERE       029         041         

                                           GETTING ON OR OFF     MODERATE     029         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         041         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  052       048              Placebo       WEEK 3 (V5)      LVT       04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      LVT       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  053       047              Placebo       BASELINE         RGS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  052       048              Placebo       GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  053       047              Placebo       WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     SLIGHT       002         040         

                                           STIFFNESS IN THE      SLIGHT       002         040         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  053       047              Placebo       BASELINE         RGS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        RGS       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  053       047              Placebo       DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      SEVERE       030         040         

                                           RISING FROM SITTING   MODERATE     030         040         

                                           STANDING              SLIGHT       030         040         

                                           BENDING TO FLOOR      SLIGHT       030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         040         

                                           PUTTING ON SOCKS      SLIGHT       030         040         

                                           RISING FROM BED       SEVERE       030         040         

                                           TAKING OFF SOCKS      MODERATE     030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             SEVERE       030         040         

                                           GETTING ON OR OFF     SLIGHT       030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     001         039         

                                           STIFFNESS IN THE      SLIGHT       001         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         039         

                                           ASCENDING STAIRS      SEVERE       030         039         

                                           RISING FROM SITTING   MODERATE     030         039         

                                           STANDING              SLIGHT       030         039         

                                           BENDING TO FLOOR      MODERATE     030         039         

                                           WALKING ON FLAT       SLIGHT       030         039         

                                           GETTING IN & OUT OF   MODERATE     030         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         039         

                                           PUTTING ON SOCKS      MODERATE     030         039         

                                           RISING FROM BED       MODERATE     030         039         

                                           TAKING OFF SOCKS      SLIGHT       030         039         

                                           LYING IN BED          SLIGHT       030         039         

                                           SITTING               MODERATE     030         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  053       047              Placebo       SCREENING        RGS       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      RGS       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      RGS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  053       047              Placebo       TOILETING             SEVERE       030         039         

                                           GETTING ON OR OFF     MODERATE     030         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         039         

                                           WALKING               MODERATE     008         041         

                                           STAIR CLIMBING        MODERATE     008         041         

                                           NOCTURNAL             SLIGHT       008         041         

                                           REST                  SLIGHT       008         041         

                                           WEIGHT BEARING        MODERATE     008         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         041         

                                           ASCENDING STAIRS      SEVERE       030         041         

                                           RISING FROM SITTING   MODERATE     030         041         

                                           STANDING              SLIGHT       030         041         

                                           BENDING TO FLOOR      SLIGHT       030         041         

                                           WALKING ON FLAT       SLIGHT       030         041         

                                           GETTING IN & OUT OF   MODERATE     030         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         041         

                                           PUTTING ON SOCKS      MODERATE     030         041         

                                           RISING FROM BED       MODERATE     030         041         

                                           TAKING OFF SOCKS      MODERATE     030         041         

                                           LYING IN BED          SLIGHT       030         041         

                                           SITTING               MODERATE     030         041         

                                           TOILETING             MODERATE     030         041         

                                           GETTING ON OR OFF     MODERATE     030         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         041         

                                           WALKING               MODERATE     008         041         

                                           STAIR CLIMBING        MODERATE     008         041         

                                           NOCTURNAL             SLIGHT       008         041         

                                           REST                  SLIGHT       008         041         

                                           WEIGHT BEARING        MODERATE     008         041         

                                           MORNING STIFFNESS     SLIGHT       002         041         

                                           STIFFNESS IN THE      SLIGHT       002         041         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  053       047              Placebo       WEEK 2 (V4)      RGS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      RGS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  053       047              Placebo       DESCENDING STAIRS     MODERATE     031         041         

                                           ASCENDING STAIRS      SEVERE       031         041         

                                           RISING FROM SITTING   MODERATE     031         041         

                                           STANDING              SLIGHT       031         041         

                                           BENDING TO FLOOR      MODERATE     031         041         

                                           WALKING ON FLAT       SLIGHT       031         041         

                                           GETTING IN & OUT OF   MODERATE     031         041         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         041         

                                           PUTTING ON SOCKS      MODERATE     031         041         

                                           RISING FROM BED       MODERATE     031         041         

                                           TAKING OFF SOCKS      SLIGHT       031         041         

                                           LYING IN BED          SLIGHT       031         041         

                                           SITTING               MODERATE     031         041         

                                           TOILETING             SEVERE       031         041         

                                           GETTING ON OR OFF     MODERATE     031         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         041         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     SLIGHT       002         038         

                                           STIFFNESS IN THE      SLIGHT       002         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   SEVERE       028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  053       047              Placebo       WEEK 3 (V5)      RGS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      RGS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  054       042              Arthronat     BASELINE         GOW       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  053       047              Placebo       TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         040         

                                           ASCENDING STAIRS      MODERATE     029         040         

                                           RISING FROM SITTING   MODERATE     029         040         

                                           STANDING              SLIGHT       029         040         

                                           BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       SLIGHT       029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         040         

                                           PUTTING ON SOCKS      MODERATE     029         040         

                                           RISING FROM BED       SLIGHT       029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          MODERATE     029         040         

                                           SITTING               MODERATE     029         040         

                                           TOILETING             SEVERE       029         040         

                                           GETTING ON OR OFF     MODERATE     029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                                                                                      

  054       042              Arthronat     WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     004         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  054       042              Arthronat     BASELINE         GOW       13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        GOW       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  054       042              Arthronat     STIFFNESS IN THE      MODERATE     004         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         036         

                                           ASCENDING STAIRS      MODERATE     024         036         

                                           RISING FROM SITTING   SLIGHT       024         036         

                                           STANDING              SLIGHT       024         036         

                                           BENDING TO FLOOR      SLIGHT       024         036         

                                           WALKING ON FLAT       SLIGHT       024         036         

                                           GETTING IN & OUT OF   MODERATE     024         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         036         

                                           PUTTING ON SOCKS      SLIGHT       024         036         

                                           RISING FROM BED       SLIGHT       024         036         

                                           TAKING OFF SOCKS      SLIGHT       024         036         

                                           LYING IN BED          SLIGHT       024         036         

                                           SITTING               SLIGHT       024         036         

                                           TOILETING             MODERATE     024         036         

                                           GETTING ON OR OFF     SEVERE       024         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       024         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         036         

                                           WALKING               MODERATE     007         031         

                                           STAIR CLIMBING        MODERATE     007         031         

                                           NOCTURNAL             SLIGHT       007         031         

                                           REST                  NONE         007         031         

                                           WEIGHT BEARING        MODERATE     007         031         

                                           MORNING STIFFNESS     MODERATE     003         031         

                                           STIFFNESS IN THE      SLIGHT       003         031         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       021         031         

                                           ASCENDING STAIRS      MODERATE     021         031         

                                           RISING FROM SITTING   SLIGHT       021         031         

                                           STANDING              SLIGHT       021         031         

                                           BENDING TO FLOOR      SLIGHT       021         031         

                                           WALKING ON FLAT       SLIGHT       021         031         

                                           GETTING IN & OUT OF   SLIGHT       021         031         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         031         

                                           PUTTING ON SOCKS      SLIGHT       021         031         

                                           RISING FROM BED       SLIGHT       021         031        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  054       042              Arthronat     SCREENING        GOW       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      GOW       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      GOW       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  054       042              Arthronat     TAKING OFF SOCKS      SLIGHT       021         031         

                                           LYING IN BED          SLIGHT       021         031         

                                           SITTING               SLIGHT       021         031         

                                           TOILETING             MODERATE     021         031         

                                           GETTING ON OR OFF     MODERATE     021         031         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         031         

                                           LIGHT DOMESTIC WORK   SLIGHT       021         031         

                                           WALKING               MODERATE     007         035         

                                           STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  NONE         007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   MODERATE     025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   SLIGHT       025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       MODERATE     025         035         

                                           TAKING OFF SOCKS      SLIGHT       025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               MODERATE     025         035         

                                           TOILETING             SEVERE       025         035         

                                           GETTING ON OR OFF     SLIGHT       025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     004         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  054       042              Arthronat     WEEK 2 (V4)      GOW       27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      GOW       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  054       042              Arthronat     STIFFNESS IN THE      MODERATE     004         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         040         

                                           ASCENDING STAIRS      MODERATE     028         040         

                                           RISING FROM SITTING   MODERATE     028         040         

                                           STANDING              SLIGHT       028         040         

                                           BENDING TO FLOOR      MODERATE     028         040         

                                           WALKING ON FLAT       SLIGHT       028         040         

                                           GETTING IN & OUT OF   MODERATE     028         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         040         

                                           PUTTING ON SOCKS      MODERATE     028         040         

                                           RISING FROM BED       MODERATE     028         040         

                                           TAKING OFF SOCKS      SLIGHT       028         040         

                                           LYING IN BED          SLIGHT       028         040         

                                           SITTING               MODERATE     028         040         

                                           TOILETING             SEVERE       028         040         

                                           GETTING ON OR OFF     MODERATE     028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         040         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      SEVERE       027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      MODERATE     027         038         

                                           RISING FROM BED       MODERATE     027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  054       042              Arthronat     WEEK 3 (V5)      GOW       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      GOW       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  055       041              Placebo       BASELINE         SKR       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  054       042              Arthronat     TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     SLIGHT       027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         041         

                                           STAIR CLIMBING        MODERATE     008         041         

                                           NOCTURNAL             SLIGHT       008         041         

                                           REST                  SLIGHT       008         041         

                                           WEIGHT BEARING        MODERATE     008         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         041         

                                           ASCENDING STAIRS      MODERATE     030         041         

                                           RISING FROM SITTING   MODERATE     030         041         

                                           STANDING              SLIGHT       030         041         

                                           BENDING TO FLOOR      MODERATE     030         041         

                                           WALKING ON FLAT       SLIGHT       030         041         

                                           GETTING IN & OUT OF   MODERATE     030         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         041         

                                           PUTTING ON SOCKS      MODERATE     030         041         

                                           RISING FROM BED       SEVERE       030         041         

                                           TAKING OFF SOCKS      SLIGHT       030         041         

                                           LYING IN BED          MODERATE     030         041         

                                           SITTING               MODERATE     030         041         

                                           TOILETING             SEVERE       030         041         

                                           GETTING ON OR OFF     MODERATE     030         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         041         

                                                                                                      

  055       041              Placebo       WALKING               SLIGHT       007         030         

                                           STAIR CLIMBING        MODERATE     007         030         

                                           NOCTURNAL             SLIGHT       007         030         

                                           REST                  SLIGHT       007         030         

                                           WEIGHT BEARING        MODERATE     007         030        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  055       041              Placebo       BASELINE         SKR       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        SKR       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  055       041              Placebo       MORNING STIFFNESS     SLIGHT       002         030         

                                           STIFFNESS IN THE      SLIGHT       002         030         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       021         030         

                                           ASCENDING STAIRS      MODERATE     021         030         

                                           RISING FROM SITTING   SLIGHT       021         030         

                                           STANDING              SLIGHT       021         030         

                                           BENDING TO FLOOR      MODERATE     021         030         

                                           WALKING ON FLAT       SLIGHT       021         030         

                                           GETTING IN & OUT OF   SLIGHT       021         030         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       021         030         

                                           PUTTING ON SOCKS      SLIGHT       021         030         

                                           RISING FROM BED       MODERATE     021         030         

                                           TAKING OFF SOCKS      SLIGHT       021         030         

                                           LYING IN BED          NONE         021         030         

                                           SITTING               SLIGHT       021         030         

                                           TOILETING             MODERATE     021         030         

                                           GETTING ON OR OFF     SLIGHT       021         030         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     021         030         

                                           LIGHT DOMESTIC WORK   SLIGHT       021         030         

                                           WALKING               SLIGHT       008         038         

                                           STAIR CLIMBING        SEVERE       008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     SLIGHT       002         038         

                                           STIFFNESS IN THE      SLIGHT       002         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      SEVERE       028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      MODERATE     028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  055       041              Placebo       SCREENING        SKR       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      SKR       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      SKR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  055       041              Placebo       RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               SLIGHT       028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     SLIGHT       028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             SEVERE       026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  055       041              Placebo       WEEK 2 (V4)      SKR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      SKR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  055       041              Placebo       MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             SEVERE       026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  055       041              Placebo       WEEK 3 (V5)      SKR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      SKR       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  056       051              Arthronat     BASELINE         TIM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  055       041              Placebo       RISING FROM BED       MODERATE     024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             MODERATE     024         034         

                                           GETTING ON OR OFF     SLIGHT       024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     SLIGHT       002         036         

                                           STIFFNESS IN THE      SLIGHT       002         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      SLIGHT       026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  056       051              Arthronat     WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  056       051              Arthronat     BASELINE         TIM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        TIM       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  056       051              Arthronat     WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      SEVERE       028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      SEVERE       028         039         

                                           RISING FROM SITTING   SEVERE       028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      SLIGHT       028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  056       051              Arthronat     SCREENING        TIM       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      TIM       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      TIM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  056       051              Arthronat     PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             MODERATE     028         039         

                                           GETTING ON OR OFF     SLIGHT       028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SLIGHT       028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     SLIGHT       002         039         

                                           STIFFNESS IN THE      SLIGHT       002         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   SEVERE       029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   SLIGHT       029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039         

                                           GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  056       051              Arthronat     WEEK 2 (V4)      TIM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      TIM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  056       051              Arthronat     WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          MODERATE     027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     SLIGHT       002         036         

                                           STIFFNESS IN THE      SLIGHT       002         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  056       051              Arthronat     WEEK 3 (V5)      TIM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      TIM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  057       044              Placebo       BASELINE         BMM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  056       051              Arthronat     PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     SLIGHT       002         036         

                                           STIFFNESS IN THE      SLIGHT       002         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          NONE         026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  057       044              Placebo       WALKING               SLIGHT       008         049         

                                           STAIR CLIMBING        MODERATE     008         049         

                                           NOCTURNAL             SLIGHT       008         049        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  057       044              Placebo       BASELINE         BMM       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        BMM       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  057       044              Placebo       REST                  SLIGHT       008         049         

                                           WEIGHT BEARING        SEVERE       008         049         

                                           MORNING STIFFNESS     MODERATE     004         049         

                                           STIFFNESS IN THE      MODERATE     004         049         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     037         049         

                                           ASCENDING STAIRS      SEVERE       037         049         

                                           RISING FROM SITTING   SEVERE       037         049         

                                           STANDING              MODERATE     037         049         

                                           BENDING TO FLOOR      MODERATE     037         049         

                                           WALKING ON FLAT       SLIGHT       037         049         

                                           GETTING IN & OUT OF   SLIGHT       037         049         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     037         049         

                                           PUTTING ON SOCKS      MODERATE     037         049         

                                           RISING FROM BED       MODERATE     037         049         

                                           TAKING OFF SOCKS      MODERATE     037         049         

                                           LYING IN BED          MODERATE     037         049         

                                           SITTING               SEVERE       037         049         

                                           TOILETING             SEVERE       037         049         

                                           GETTING ON OR OFF     MODERATE     037         049         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       037         049         

                                           LIGHT DOMESTIC WORK   MODERATE     037         049         

                                           WALKING               SLIGHT       006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             SLIGHT       006         038         

                                           REST                  SLIGHT       006         038         

                                           WEIGHT BEARING        SLIGHT       006         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         038         

                                           ASCENDING STAIRS      SEVERE       029         038         

                                           RISING FROM SITTING   MODERATE     029         038         

                                           STANDING              MODERATE     029         038         

                                           BENDING TO FLOOR      MODERATE     029         038         

                                           WALKING ON FLAT       SLIGHT       029         038         

                                           GETTING IN & OUT OF   SLIGHT       029         038         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  057       044              Placebo       SCREENING        BMM       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      BMM       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      BMM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  057       044              Placebo       GOING SHOPPING        MODERATE     029         038         

                                           PUTTING ON SOCKS      SLIGHT       029         038         

                                           RISING FROM BED       MODERATE     029         038         

                                           TAKING OFF SOCKS      MODERATE     029         038         

                                           LYING IN BED          SLIGHT       029         038         

                                           SITTING               MODERATE     029         038         

                                           TOILETING             MODERATE     029         038         

                                           GETTING ON OR OFF     SLIGHT       029         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         038         

                                           WALKING               SLIGHT       007         040         

                                           STAIR CLIMBING        MODERATE     007         040         

                                           NOCTURNAL             SLIGHT       007         040         

                                           REST                  SLIGHT       007         040         

                                           WEIGHT BEARING        MODERATE     007         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         040         

                                           ASCENDING STAIRS      SEVERE       030         040         

                                           RISING FROM SITTING   MODERATE     030         040         

                                           STANDING              SLIGHT       030         040         

                                           BENDING TO FLOOR      MODERATE     030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         040         

                                           PUTTING ON SOCKS      SLIGHT       030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      SLIGHT       030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             SEVERE       030         040         

                                           GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                           WALKING               MODERATE     008         034         

                                           STAIR CLIMBING        MODERATE     008         034         

                                           NOCTURNAL             SLIGHT       008         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  057       044              Placebo       WEEK 2 (V4)      BMM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      BMM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  057       044              Placebo       REST                  SLIGHT       008         034         

                                           WEIGHT BEARING        MODERATE     008         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              SLIGHT       024         034         

                                           BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       SLIGHT       024         034         

                                           GETTING IN & OUT OF   MODERATE     024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       SLIGHT       024         034         

                                           TAKING OFF SOCKS      SLIGHT       024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               MODERATE     024         034         

                                           TOILETING             SLIGHT       024         034         

                                           GETTING ON OR OFF     MODERATE     024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         034         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  057       044              Placebo       WEEK 3 (V5)      BMM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      BMM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

  058       045              Arthronat     BASELINE         LMS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  057       044              Placebo       GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     SLIGHT       026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              SLIGHT       028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       SLIGHT       028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         037         

                                           PUTTING ON SOCKS      MODERATE     028         037         

                                           RISING FROM BED       MODERATE     028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             MODERATE     028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                                                                                      

  058       045              Arthronat     WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  058       045              Arthronat     BASELINE         LMS       13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                                                                                                                  

                                                                      13SEP2010                    YES                            

                                                                      13SEP2010                    YES                            

                                           SCREENING        LMS       02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  058       045              Arthronat     NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              MODERATE     027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   MODERATE     027         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         039         

                                           PUTTING ON SOCKS      SLIGHT       027         039         

                                           RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          SLIGHT       027         039         

                                           SITTING               SLIGHT       027         039         

                                           TOILETING             MODERATE     027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  058       045              Arthronat     SCREENING        LMS       02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                                                                                                                  

                                                                      02SEP2010                    YES                            

                                                                      02SEP2010                    YES                            

                                           WEEK 1 (V3)      LMS       20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                                                                                                                  

                                                                      20SEP2010                    YES                            

                                                                      20SEP2010                    YES                            

                                           WEEK 2 (V4)      LMS       27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  058       045              Arthronat     GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   MODERATE     027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               SLIGHT       027         038         

                                           TOILETING             MODERATE     027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   MODERATE     027         038         

                                           WALKING               MODERATE     007         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  058       045              Arthronat     WEEK 2 (V4)      LMS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           WEEK 3 (V5)      LMS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  058       045              Arthronat     STAIR CLIMBING        MODERATE     007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  NONE         007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   SLIGHT       025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   MODERATE     025         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       SLIGHT       025         035         

                                           TAKING OFF SOCKS      SLIGHT       025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               SLIGHT       025         035         

                                           TOILETING             MODERATE     025         035         

                                           GETTING ON OR OFF     MODERATE     025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   MODERATE     025         035         

                                           WALKING               MODERATE     006         032         

                                           STAIR CLIMBING        MODERATE     006         032         

                                           NOCTURNAL             NONE         006         032         

                                           REST                  NONE         006         032         

                                           WEIGHT BEARING        MODERATE     006         032         

                                           MORNING STIFFNESS     MODERATE     003         032         

                                           STIFFNESS IN THE      SLIGHT       003         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         032         

                                           ASCENDING STAIRS      MODERATE     023         032         

                                           RISING FROM SITTING   SLIGHT       023         032         

                                           STANDING              SLIGHT       023         032         

                                           BENDING TO FLOOR      SLIGHT       023         032         

                                           WALKING ON FLAT       SLIGHT       023         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  058       045              Arthronat     WEEK 3 (V5)      LMS       04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 4 (V6)      LMS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  058       045              Arthronat     GETTING IN & OUT OF   MODERATE     023         032         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         032         

                                           PUTTING ON SOCKS      SLIGHT       023         032         

                                           RISING FROM BED       SLIGHT       023         032         

                                           TAKING OFF SOCKS      SLIGHT       023         032         

                                           LYING IN BED          SLIGHT       023         032         

                                           SITTING               SLIGHT       023         032         

                                           TOILETING             MODERATE     023         032         

                                           GETTING ON OR OFF     MODERATE     023         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         032         

                                           WALKING               MODERATE     007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  NONE         007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     SLIGHT       002         033         

                                           STIFFNESS IN THE      SLIGHT       002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   SLIGHT       024         033         

                                           STANDING              SLIGHT       024         033         

                                           BENDING TO FLOOR      SLIGHT       024         033         

                                           WALKING ON FLAT       SLIGHT       024         033         

                                           GETTING IN & OUT OF   MODERATE     024         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       SLIGHT       024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               SLIGHT       024         033         

                                           TOILETING             MODERATE     024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       024         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         033         

                                                                                                     



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  059       066              Placebo       BASELINE         NRP       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        NRP       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  059       066              Placebo       WALKING               MODERATE     009         036         

                                           STAIR CLIMBING        SEVERE       009         036         

                                           NOCTURNAL             SLIGHT       009         036         

                                           REST                  SLIGHT       009         036         

                                           WEIGHT BEARING        MODERATE     009         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         036         

                                           ASCENDING STAIRS      SEVERE       024         036         

                                           RISING FROM SITTING   MODERATE     024         036         

                                           STANDING              SLIGHT       024         036         

                                           BENDING TO FLOOR      MODERATE     024         036         

                                           WALKING ON FLAT       SLIGHT       024         036         

                                           GETTING IN & OUT OF   SLIGHT       024         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         036         

                                           PUTTING ON SOCKS      SLIGHT       024         036         

                                           RISING FROM BED       SLIGHT       024         036         

                                           TAKING OFF SOCKS      SLIGHT       024         036         

                                           LYING IN BED          NONE         024         036         

                                           SITTING               SLIGHT       024         036         

                                           TOILETING             MODERATE     024         036         

                                           GETTING ON OR OFF     SLIGHT       024         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         036         

                                           WALKING               MODERATE     006         036         

                                           STAIR CLIMBING        SLIGHT       006         036         

                                           NOCTURNAL             SLIGHT       006         036         

                                           REST                  SLIGHT       006         036         

                                           WEIGHT BEARING        SLIGHT       006         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         036         

                                           ASCENDING STAIRS      SLIGHT       027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              SLIGHT       027         036         

                                           BENDING TO FLOOR      MODERATE     027         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  059       066              Placebo       SCREENING        NRP       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      NRP       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  059       066              Placebo       WALKING ON FLAT       MODERATE     027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      MODERATE     027         036         

                                           RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      MODERATE     027         036         

                                           LYING IN BED          MODERATE     027         036         

                                           SITTING               SLIGHT       027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     SLIGHT       027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        SEVERE       009         039         

                                           NOCTURNAL             SLIGHT       009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   SLIGHT       027         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         039         

                                           PUTTING ON SOCKS      SLIGHT       027         039         

                                           RISING FROM BED       MODERATE     027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          SLIGHT       027         039         

                                           SITTING               MODERATE     027         039         

                                           TOILETING             SEVERE       027         039         

                                           GETTING ON OR OFF     SLIGHT       027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  059       066              Placebo       WEEK 2 (V4)      NRP       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      NRP       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  059       066              Placebo       WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     SLIGHT       002         038         

                                           STIFFNESS IN THE      SLIGHT       002         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      SEVERE       028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  059       066              Placebo       WEEK 3 (V5)      NRP       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      NRP       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  059       066              Placebo       WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      MODERATE     028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               SLIGHT       007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   SEVERE       029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             MODERATE     029         039         

                                           GETTING ON OR OFF     SLIGHT       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   MODERATE     029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

                                                                                                                                  

  060       071              Arthronat     BASELINE         NET       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        NET       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

                                                                                                      

  060       071              Arthronat     WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      SLIGHT       028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             SEVERE       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  060       071              Arthronat     SCREENING        NET       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      NET       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  060       071              Arthronat     BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      MODERATE     026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      SLIGHT       028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             SEVERE       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  060       071              Arthronat     WEEK 1 (V3)      NET       04OCT2010                    YES                            

                                           WEEK 2 (V4)      NET       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      NET       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  060       071              Arthronat     LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         040         

                                           ASCENDING STAIRS      MODERATE     029         040         

                                           RISING FROM SITTING   MODERATE     029         040         

                                           STANDING              SLIGHT       029         040         

                                           BENDING TO FLOOR      SLIGHT       029         040         

                                           WALKING ON FLAT       SLIGHT       029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         040         

                                           PUTTING ON SOCKS      MODERATE     029         040         

                                           RISING FROM BED       MODERATE     029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               MODERATE     029         040         

                                           TOILETING             SEVERE       029         040         

                                           GETTING ON OR OFF     MODERATE     029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   SLIGHT       025         036         

                                           STANDING              MODERATE     025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  060       071              Arthronat     WEEK 3 (V5)      NET       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      NET       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  060       071              Arthronat     BENDING TO FLOOR      SLIGHT       025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   SLIGHT       026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  060       071              Arthronat     WEEK 4 (V6)      NET       25OCT2010                    YES                            

                                                                                                                                  

  061       057              Placebo       BASELINE         PTM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        PTM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  060       071              Arthronat     LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                                                                                      

  061       057              Placebo       WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     SLIGHT       002         038         

                                           STIFFNESS IN THE      SLIGHT       002         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  061       057              Placebo       SCREENING        PTM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      PTM       04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                                                                                  

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  061       057              Placebo       STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      MODERATE     027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     SLIGHT       002         039         

                                           STIFFNESS IN THE      SLIGHT       002         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              MODERATE     029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      SLIGHT       029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039         

                                           GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  061       057              Placebo       WEEK 1 (V3)      PTM       04SEP2010                    YES                            

                                                                      04SEP2010                    YES                            

                                           WEEK 2 (V4)      PTM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      PTM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  061       057              Placebo       HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                           WALKING               MODERATE     009         041         

                                           STAIR CLIMBING        MODERATE     009         041         

                                           NOCTURNAL             SLIGHT       009         041         

                                           REST                  SLIGHT       009         041         

                                           WEIGHT BEARING        SEVERE       009         041         

                                           MORNING STIFFNESS     SLIGHT       002         041         

                                           STIFFNESS IN THE      SLIGHT       002         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         041         

                                           ASCENDING STAIRS      MODERATE     030         041         

                                           RISING FROM SITTING   SEVERE       030         041         

                                           STANDING              SLIGHT       030         041         

                                           BENDING TO FLOOR      MODERATE     030         041         

                                           WALKING ON FLAT       SLIGHT       030         041         

                                           GETTING IN & OUT OF   MODERATE     030         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         041         

                                           PUTTING ON SOCKS      MODERATE     030         041         

                                           RISING FROM BED       MODERATE     030         041         

                                           TAKING OFF SOCKS      SLIGHT       030         041         

                                           LYING IN BED          SLIGHT       030         041         

                                           SITTING               MODERATE     030         041         

                                           TOILETING             SEVERE       030         041         

                                           GETTING ON OR OFF     MODERATE     030         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         041         

                                           WALKING               MODERATE     009         041         

                                           STAIR CLIMBING        MODERATE     009         041         

                                           NOCTURNAL             SLIGHT       009         041         

                                           REST                  SLIGHT       009         041         

                                           WEIGHT BEARING        SEVERE       009         041         

                                           MORNING STIFFNESS     SLIGHT       002         041         

                                           STIFFNESS IN THE      SLIGHT       002         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         041         

                                           ASCENDING STAIRS      MODERATE     030         041         

                                           RISING FROM SITTING   SEVERE       030         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  061       057              Placebo       WEEK 3 (V5)      PTM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      PTM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  061       057              Placebo       STANDING              SLIGHT       030         041         

                                           BENDING TO FLOOR      MODERATE     030         041         

                                           WALKING ON FLAT       SLIGHT       030         041         

                                           GETTING IN & OUT OF   MODERATE     030         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         041         

                                           PUTTING ON SOCKS      MODERATE     030         041         

                                           RISING FROM BED       MODERATE     030         041         

                                           TAKING OFF SOCKS      SLIGHT       030         041         

                                           LYING IN BED          MODERATE     030         041         

                                           SITTING               MODERATE     030         041         

                                           TOILETING             MODERATE     030         041         

                                           GETTING ON OR OFF     MODERATE     030         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         041         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     SLIGHT       002         039         

                                           STIFFNESS IN THE      SLIGHT       002         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   SEVERE       029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      SLIGHT       029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039         

                                           GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  061       057              Placebo       WEEK 4 (V6)      PTM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  062       063              Placebo       BASELINE         VRS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        VRS       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  061       057              Placebo       HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                                                                                      

  062       063              Placebo       WALKING               MODERATE     009         040         

                                           STAIR CLIMBING        SEVERE       009         040         

                                           NOCTURNAL             SLIGHT       009         040         

                                           REST                  SLIGHT       009         040         

                                           WEIGHT BEARING        MODERATE     009         040         

                                           MORNING STIFFNESS     SLIGHT       002         040         

                                           STIFFNESS IN THE      SLIGHT       002         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         040         

                                           ASCENDING STAIRS      SLIGHT       029         040         

                                           RISING FROM SITTING   MODERATE     029         040         

                                           STANDING              SLIGHT       029         040         

                                           BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       SLIGHT       029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         040         

                                           PUTTING ON SOCKS      SLIGHT       029         040         

                                           RISING FROM BED       MODERATE     029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               SEVERE       029         040         

                                           TOILETING             SEVERE       029         040         

                                           GETTING ON OR OFF     MODERATE     029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         034         

                                           ASCENDING STAIRS      MODERATE     025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  062       063              Placebo       SCREENING        VRS       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      VRS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  062       063              Placebo       RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      SLIGHT       025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   SLIGHT       025         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       MODERATE     025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               MODERATE     025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         037         

                                           ASCENDING STAIRS      SLIGHT       028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              SLIGHT       028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       SLIGHT       028         037         

                                           GETTING IN & OUT OF   SLIGHT       028         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         037         

                                           PUTTING ON SOCKS      MODERATE     028         037         

                                           RISING FROM BED       MODERATE     028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               SEVERE       028         037         

                                           TOILETING             SEVERE       028         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  062       063              Placebo       WEEK 1 (V3)      VRS       04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      VRS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      VRS       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  062       063              Placebo       GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                           WALKING               SLIGHT       005         037         

                                           STAIR CLIMBING        MODERATE     005         037         

                                           NOCTURNAL             NONE         005         037         

                                           REST                  NONE         005         037         

                                           WEIGHT BEARING        MODERATE     005         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   MODERATE     029         037         

                                           STANDING              SLIGHT       029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       SLIGHT       029         037         

                                           GETTING IN & OUT OF   SLIGHT       029         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         037         

                                           PUTTING ON SOCKS      MODERATE     029         037         

                                           RISING FROM BED       MODERATE     029         037         

                                           TAKING OFF SOCKS      SLIGHT       029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               SEVERE       029         037         

                                           TOILETING             SEVERE       029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                           WALKING               SLIGHT       005         033         

                                           STAIR CLIMBING        MODERATE     005         033         

                                           NOCTURNAL             NONE         005         033         

                                           REST                  NONE         005         033         

                                           WEIGHT BEARING        MODERATE     005         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  062       063              Placebo       WEEK 3 (V5)      VRS       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      VRS       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  062       063              Placebo       ASCENDING STAIRS      MODERATE     025         033         

                                           RISING FROM SITTING   MODERATE     025         033         

                                           STANDING              SLIGHT       025         033         

                                           BENDING TO FLOOR      MODERATE     025         033         

                                           WALKING ON FLAT       SLIGHT       025         033         

                                           GETTING IN & OUT OF   MODERATE     025         033         

                                           CAR                                                        

                                           GOING SHOPPING        NONE         025         033         

                                           PUTTING ON SOCKS      SLIGHT       025         033         

                                           RISING FROM BED       MODERATE     025         033         

                                           TAKING OFF SOCKS      SLIGHT       025         033         

                                           LYING IN BED          NONE         025         033         

                                           SITTING               MODERATE     025         033         

                                           TOILETING             SEVERE       025         033         

                                           GETTING ON OR OFF     MODERATE     025         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         033         

                                           WALKING               SLIGHT       007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      SLIGHT       029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      MODERATE     029         039         

                                           LYING IN BED          MODERATE     029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  062       063              Placebo       WEEK 4 (V6)      VRS       25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  063       070              Placebo       BASELINE         KSM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        KSM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  062       063              Placebo       GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                                                                                      

  063       070              Placebo       WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             SLIGHT       006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        SLIGHT       006         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              MODERATE     026         035         

                                           BENDING TO FLOOR      MODERATE     026         035         

                                           WALKING ON FLAT       MODERATE     026         035         

                                           GETTING IN & OUT OF   MODERATE     026         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         035         

                                           PUTTING ON SOCKS      SLIGHT       026         035         

                                           RISING FROM BED       MODERATE     026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          NONE         026         035         

                                           SITTING               SLIGHT       026         035         

                                           TOILETING             MODERATE     026         035         

                                           GETTING ON OR OFF     SLIGHT       026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  NONE         006         037         

                                           WEIGHT BEARING        SLIGHT       006         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  063       070              Placebo       SCREENING        KSM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      KSM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  063       070              Placebo       DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   SEVERE       028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       MODERATE     028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          NONE         028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             MODERATE     028         037         

                                           GETTING ON OR OFF     SLIGHT       028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                           WALKING               MODERATE     006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             SLIGHT       006         038         

                                           REST                  NONE         006         038         

                                           WEIGHT BEARING        SLIGHT       006         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         038         

                                           ASCENDING STAIRS      MODERATE     029         038         

                                           RISING FROM SITTING   SEVERE       029         038         

                                           STANDING              MODERATE     029         038         

                                           BENDING TO FLOOR      MODERATE     029         038         

                                           WALKING ON FLAT       SLIGHT       029         038         

                                           GETTING IN & OUT OF   MODERATE     029         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         038         

                                           PUTTING ON SOCKS      SLIGHT       029         038         

                                           RISING FROM BED       MODERATE     029         038         

                                           TAKING OFF SOCKS      SLIGHT       029         038         

                                           LYING IN BED          SLIGHT       029         038         

                                           SITTING               MODERATE     029         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  063       070              Placebo       WEEK 1 (V3)      KSM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      KSM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      KSM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  063       070              Placebo       TOILETING             SEVERE       029         038         

                                           GETTING ON OR OFF     SLIGHT       029         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         038         

                                           WALKING               MODERATE     004         035         

                                           STAIR CLIMBING        MODERATE     004         035         

                                           NOCTURNAL             NONE         004         035         

                                           REST                  NONE         004         035         

                                           WEIGHT BEARING        NONE         004         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         035         

                                           ASCENDING STAIRS      MODERATE     028         035         

                                           RISING FROM SITTING   SEVERE       028         035         

                                           STANDING              MODERATE     028         035         

                                           BENDING TO FLOOR      MODERATE     028         035         

                                           WALKING ON FLAT       MODERATE     028         035         

                                           GETTING IN & OUT OF   MODERATE     028         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         035         

                                           PUTTING ON SOCKS      SLIGHT       028         035         

                                           RISING FROM BED       MODERATE     028         035         

                                           TAKING OFF SOCKS      NONE         028         035         

                                           LYING IN BED          NONE         028         035         

                                           SITTING               SLIGHT       028         035         

                                           TOILETING             SEVERE       028         035         

                                           GETTING ON OR OFF     SLIGHT       028         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         035         

                                           WALKING               MODERATE     006         040         

                                           STAIR CLIMBING        MODERATE     006         040         

                                           NOCTURNAL             SLIGHT       006         040         

                                           REST                  NONE         006         040         

                                           WEIGHT BEARING        SLIGHT       006         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  063       070              Placebo       WEEK 3 (V5)      KSM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      KSM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  063       070              Placebo       DESCENDING STAIRS     SLIGHT       031         040         

                                           ASCENDING STAIRS      SEVERE       031         040         

                                           RISING FROM SITTING   SEVERE       031         040         

                                           STANDING              MODERATE     031         040         

                                           BENDING TO FLOOR      MODERATE     031         040         

                                           WALKING ON FLAT       MODERATE     031         040         

                                           GETTING IN & OUT OF   MODERATE     031         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         040         

                                           PUTTING ON SOCKS      SLIGHT       031         040         

                                           RISING FROM BED       MODERATE     031         040         

                                           TAKING OFF SOCKS      SLIGHT       031         040         

                                           LYING IN BED          SLIGHT       031         040         

                                           SITTING               SLIGHT       031         040         

                                           TOILETING             SEVERE       031         040         

                                           GETTING ON OR OFF     MODERATE     031         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       031         040         

                                           LIGHT DOMESTIC WORK   NONE         031         040         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   SLIGHT       026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       MODERATE     026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  063       070              Placebo       WEEK 4 (V6)      KSM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  064       073              Placebo       BASELINE         LMN       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        LMN       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  063       070              Placebo       TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  064       073              Placebo       WALKING               MODERATE     007         041         

                                           STAIR CLIMBING        MODERATE     007         041         

                                           NOCTURNAL             SLIGHT       007         041         

                                           REST                  SLIGHT       007         041         

                                           WEIGHT BEARING        SLIGHT       007         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         041         

                                           ASCENDING STAIRS      SEVERE       031         041         

                                           RISING FROM SITTING   MODERATE     031         041         

                                           STANDING              MODERATE     031         041         

                                           BENDING TO FLOOR      MODERATE     031         041         

                                           WALKING ON FLAT       MODERATE     031         041         

                                           GETTING IN & OUT OF   MODERATE     031         041         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         041         

                                           PUTTING ON SOCKS      SLIGHT       031         041         

                                           RISING FROM BED       MODERATE     031         041         

                                           TAKING OFF SOCKS      NONE         031         041         

                                           LYING IN BED          SLIGHT       031         041         

                                           SITTING               SEVERE       031         041         

                                           TOILETING             SEVERE       031         041         

                                           GETTING ON OR OFF     SLIGHT       031         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         041         

                                           WALKING               MODERATE     007         041         

                                           STAIR CLIMBING        MODERATE     007         041         

                                           NOCTURNAL             SLIGHT       007         041         

                                           REST                  SLIGHT       007         041         

                                           WEIGHT BEARING        SLIGHT       007         041         

                                           MORNING STIFFNESS     MODERATE     003         041        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  064       073              Placebo       SCREENING        LMN       14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      LMN       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  064       073              Placebo       STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     031         041         

                                           ASCENDING STAIRS      SEVERE       031         041         

                                           RISING FROM SITTING   MODERATE     031         041         

                                           STANDING              MODERATE     031         041         

                                           BENDING TO FLOOR      MODERATE     031         041         

                                           WALKING ON FLAT       MODERATE     031         041         

                                           GETTING IN & OUT OF   MODERATE     031         041         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     031         041         

                                           PUTTING ON SOCKS      SLIGHT       031         041         

                                           RISING FROM BED       MODERATE     031         041         

                                           TAKING OFF SOCKS      NONE         031         041         

                                           LYING IN BED          SLIGHT       031         041         

                                           SITTING               SEVERE       031         041         

                                           TOILETING             SEVERE       031         041         

                                           GETTING ON OR OFF     SLIGHT       031         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     031         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       031         041         

                                           WALKING               MODERATE     007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  NONE         007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         033         

                                           ASCENDING STAIRS      MODERATE     023         033         

                                           RISING FROM SITTING   MODERATE     023         033         

                                           STANDING              MODERATE     023         033         

                                           BENDING TO FLOOR      SLIGHT       023         033         

                                           WALKING ON FLAT       SLIGHT       023         033         

                                           GETTING IN & OUT OF   SLIGHT       023         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         033         

                                           PUTTING ON SOCKS      SLIGHT       023         033         

                                           RISING FROM BED       MODERATE     023         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  064       073              Placebo       WEEK 1 (V3)      LMN       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      LMN       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      LMN       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  064       073              Placebo       TAKING OFF SOCKS      SLIGHT       023         033         

                                           LYING IN BED          MODERATE     023         033         

                                           SITTING               MODERATE     023         033         

                                           TOILETING             MODERATE     023         033         

                                           GETTING ON OR OFF     SLIGHT       023         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         033         

                                           WALKING               MODERATE     007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        SLIGHT       007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              MODERATE     029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       MODERATE     029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      NONE         029         039         

                                           LYING IN BED          MODERATE     029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039         

                                           GETTING ON OR OFF     SLIGHT       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         039         

                                           LIGHT DOMESTIC WORK   NONE         029         039         

                                           WALKING               MODERATE     006         031         

                                           STAIR CLIMBING        MODERATE     006         031         

                                           NOCTURNAL             SLIGHT       006         031         

                                           REST                  NONE         006         031         

                                           WEIGHT BEARING        SLIGHT       006         031         

                                           MORNING STIFFNESS     MODERATE     003         031        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  064       073              Placebo       WEEK 3 (V5)      LMN       18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      LMN       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  064       073              Placebo       STIFFNESS IN THE      SLIGHT       003         031         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       022         031         

                                           ASCENDING STAIRS      MODERATE     022         031         

                                           RISING FROM SITTING   MODERATE     022         031         

                                           STANDING              MODERATE     022         031         

                                           BENDING TO FLOOR      MODERATE     022         031         

                                           WALKING ON FLAT       NONE         022         031         

                                           GETTING IN & OUT OF   SLIGHT       022         031         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         031         

                                           PUTTING ON SOCKS      SLIGHT       022         031         

                                           RISING FROM BED       SLIGHT       022         031         

                                           TAKING OFF SOCKS      NONE         022         031         

                                           LYING IN BED          SLIGHT       022         031         

                                           SITTING               MODERATE     022         031         

                                           TOILETING             MODERATE     022         031         

                                           GETTING ON OR OFF     SLIGHT       022         031         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         031         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         031         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             NONE         007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   SLIGHT       027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       MODERATE     027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  064       073              Placebo       WEEK 4 (V6)      LMN       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  065       067              Placebo       BASELINE         JMR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        JMR       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  064       073              Placebo       TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          MODERATE     027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                                                                                      

  065       067              Placebo       WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              MODERATE     025         036         

                                           BENDING TO FLOOR      SEVERE       025         036         

                                           WALKING ON FLAT       NONE         025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        NONE         025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      NONE         025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             SEVERE       025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  065       067              Placebo       SCREENING        JMR       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      JMR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  065       067              Placebo       MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      SEVERE       025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              MODERATE     025         036         

                                           BENDING TO FLOOR      SEVERE       025         036         

                                           WALKING ON FLAT       NONE         025         036         

                                           GETTING IN & OUT OF   SLIGHT       025         036         

                                           CAR                                                        

                                           GOING SHOPPING        NONE         025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      NONE         025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             SEVERE       025         036         

                                           GETTING ON OR OFF     SLIGHT       025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        SLIGHT       007         037         

                                           MORNING STIFFNESS     MODERATE     004         037         

                                           STIFFNESS IN THE      MODERATE     004         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  065       067              Placebo       WEEK 1 (V3)      JMR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      JMR       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      JMR       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  065       067              Placebo       RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      NONE         026         037         

                                           LYING IN BED          MODERATE     026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     SLIGHT       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     006         033         

                                           STAIR CLIMBING        MODERATE     006         033         

                                           NOCTURNAL             SLIGHT       006         033         

                                           REST                  NONE         006         033         

                                           WEIGHT BEARING        SLIGHT       006         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   SLIGHT       024         033         

                                           STANDING              MODERATE     024         033         

                                           BENDING TO FLOOR      MODERATE     024         033         

                                           WALKING ON FLAT       SLIGHT       024         033         

                                           GETTING IN & OUT OF   SLIGHT       024         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       MODERATE     024         033         

                                           TAKING OFF SOCKS      NONE         024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               MODERATE     024         033         

                                           TOILETING             MODERATE     024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         033         

                                           WALKING               MODERATE     006         034         

                                           STAIR CLIMBING        MODERATE     006         034         

                                           NOCTURNAL             SLIGHT       006         034         

                                           REST                  NONE         006         034         

                                           WEIGHT BEARING        SLIGHT       006         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  065       067              Placebo       WEEK 3 (V5)      JMR       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      JMR       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  065       067              Placebo       MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              MODERATE     025         034         

                                           BENDING TO FLOOR      MODERATE     025         034         

                                           WALKING ON FLAT       MODERATE     025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         034         

                                           PUTTING ON SOCKS      MODERATE     025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          NONE         025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     SLIGHT       025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        MODERATE     007         038         

                                           NOCTURNAL             NONE         007         038         

                                           REST                  SLIGHT       007         038         

                                           WEIGHT BEARING        MODERATE     007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   SLIGHT       028         038         

                                           STANDING              SLIGHT       028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       MODERATE     028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  065       067              Placebo       WEEK 4 (V6)      JMR       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  066       059              Placebo       BASELINE         INR       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        INR       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  065       067              Placebo       RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          MODERATE     028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             MODERATE     028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                                                                                      

  066       059              Placebo       WALKING               MODERATE     010         041         

                                           STAIR CLIMBING        SEVERE       010         041         

                                           NOCTURNAL             MODERATE     010         041         

                                           REST                  SLIGHT       010         041         

                                           WEIGHT BEARING        MODERATE     010         041         

                                           MORNING STIFFNESS     MODERATE     003         041         

                                           STIFFNESS IN THE      SLIGHT       003         041         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         041         

                                           ASCENDING STAIRS      MODERATE     028         041         

                                           RISING FROM SITTING   SEVERE       028         041         

                                           STANDING              SLIGHT       028         041         

                                           BENDING TO FLOOR      SLIGHT       028         041         

                                           WALKING ON FLAT       SLIGHT       028         041         

                                           GETTING IN & OUT OF   SLIGHT       028         041         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         041         

                                           PUTTING ON SOCKS      MODERATE     028         041         

                                           RISING FROM BED       SLIGHT       028         041         

                                           TAKING OFF SOCKS      MODERATE     028         041         

                                           LYING IN BED          SEVERE       028         041         

                                           SITTING               MODERATE     028         041         

                                           TOILETING             MODERATE     028         041         

                                           GETTING ON OR OFF     SLIGHT       028         041         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         041         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         041         

                                           WALKING               MODERATE     010         042         

                                           STAIR CLIMBING        SEVERE       010         042         

                                           NOCTURNAL             MODERATE     010         042         

                                           REST                  SLIGHT       010         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  066       059              Placebo       SCREENING        INR       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      INR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  066       059              Placebo       WEIGHT BEARING        MODERATE     010         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         042         

                                           ASCENDING STAIRS      MODERATE     029         042         

                                           RISING FROM SITTING   SEVERE       029         042         

                                           STANDING              SLIGHT       029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       SLIGHT       029         042         

                                           GETTING IN & OUT OF   SLIGHT       029         042         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       MODERATE     029         042         

                                           TAKING OFF SOCKS      SLIGHT       029         042         

                                           LYING IN BED          MODERATE     029         042         

                                           SITTING               SEVERE       029         042         

                                           TOILETING             SEVERE       029         042         

                                           GETTING ON OR OFF     SLIGHT       029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         042         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         042         

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        MODERATE     009         039         

                                           NOCTURNAL             MODERATE     009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   SEVERE       027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      SLIGHT       027         039         

                                           WALKING ON FLAT       SLIGHT       027         039         

                                           GETTING IN & OUT OF   SLIGHT       027         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  066       059              Placebo       WEEK 1 (V3)      INR       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      INR       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      INR       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  066       059              Placebo       PUTTING ON SOCKS      MODERATE     027         039         

                                           RISING FROM BED       SLIGHT       027         039         

                                           TAKING OFF SOCKS      MODERATE     027         039         

                                           LYING IN BED          MODERATE     027         039         

                                           SITTING               MODERATE     027         039         

                                           TOILETING             MODERATE     027         039         

                                           GETTING ON OR OFF     SLIGHT       027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         039         

                                           WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             NONE         006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        MODERATE     006         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              MODERATE     026         035         

                                           BENDING TO FLOOR      MODERATE     026         035         

                                           WALKING ON FLAT       SLIGHT       026         035         

                                           GETTING IN & OUT OF   SLIGHT       026         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         035         

                                           PUTTING ON SOCKS      MODERATE     026         035         

                                           RISING FROM BED       SLIGHT       026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          NONE         026         035         

                                           SITTING               SLIGHT       026         035         

                                           TOILETING             SEVERE       026         035         

                                           GETTING ON OR OFF     SEVERE       026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                           WALKING               MODERATE     006         032         

                                           STAIR CLIMBING        MODERATE     006         032         

                                           NOCTURNAL             NONE         006         032         

                                           REST                  NONE         006         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  066       059              Placebo       WEEK 3 (V5)      INR       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      INR       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  066       059              Placebo       WEIGHT BEARING        MODERATE     006         032         

                                           MORNING STIFFNESS     MODERATE     003         032         

                                           STIFFNESS IN THE      SLIGHT       003         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         032         

                                           ASCENDING STAIRS      MODERATE     023         032         

                                           RISING FROM SITTING   MODERATE     023         032         

                                           STANDING              MODERATE     023         032         

                                           BENDING TO FLOOR      MODERATE     023         032         

                                           WALKING ON FLAT       SLIGHT       023         032         

                                           GETTING IN & OUT OF   SLIGHT       023         032         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         032         

                                           PUTTING ON SOCKS      SLIGHT       023         032         

                                           RISING FROM BED       SLIGHT       023         032         

                                           TAKING OFF SOCKS      NONE         023         032         

                                           LYING IN BED          SLIGHT       023         032         

                                           SITTING               MODERATE     023         032         

                                           TOILETING             MODERATE     023         032         

                                           GETTING ON OR OFF     NONE         023         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         032         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             NONE         007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        SEVERE       007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   SLIGHT       026         036         

                                           STANDING              SLIGHT       026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       MODERATE     026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  066       059              Placebo       WEEK 4 (V6)      INR       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  067       075              Placebo       BASELINE         GSV       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        GSV       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  066       059              Placebo       PUTTING ON SOCKS      MODERATE     026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      SLIGHT       026         036         

                                           LYING IN BED          MODERATE     026         036         

                                           SITTING               SLIGHT       026         036         

                                           TOILETING             SLIGHT       026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                                                                                      

  067       075              Placebo       WALKING               MODERATE     006         034         

                                           STAIR CLIMBING        MODERATE     006         034         

                                           NOCTURNAL             SLIGHT       006         034         

                                           REST                  SLIGHT       006         034         

                                           WEIGHT BEARING        NONE         006         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      SEVERE       025         034         

                                           RISING FROM SITTING   SEVERE       025         034         

                                           STANDING              MODERATE     025         034         

                                           BENDING TO FLOOR      SLIGHT       025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   SLIGHT       025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       MODERATE     025         034         

                                           TAKING OFF SOCKS      NONE         025         034         

                                           LYING IN BED          NONE         025         034         

                                           SITTING               MODERATE     025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     SLIGHT       025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               SEVERE       009         037         

                                           STAIR CLIMBING        SEVERE       009         037         

                                           NOCTURNAL             SLIGHT       009         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  067       075              Placebo       SCREENING        GSV       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      GSV       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  067       075              Placebo       REST                  SLIGHT       009         037         

                                           WEIGHT BEARING        SLIGHT       009         037         

                                           MORNING STIFFNESS     MODERATE     004         037         

                                           STIFFNESS IN THE      MODERATE     004         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         037         

                                           ASCENDING STAIRS      SEVERE       024         037         

                                           RISING FROM SITTING   SEVERE       024         037         

                                           STANDING              MODERATE     024         037         

                                           BENDING TO FLOOR      SLIGHT       024         037         

                                           WALKING ON FLAT       MODERATE     024         037         

                                           GETTING IN & OUT OF   SLIGHT       024         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         037         

                                           PUTTING ON SOCKS      SLIGHT       024         037         

                                           RISING FROM BED       MODERATE     024         037         

                                           TAKING OFF SOCKS      NONE         024         037         

                                           LYING IN BED          NONE         024         037         

                                           SITTING               SLIGHT       024         037         

                                           TOILETING             MODERATE     024         037         

                                           GETTING ON OR OFF     NONE         024         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         037         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  SLIGHT       006         037         

                                           WEIGHT BEARING        NONE         006         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   MODERATE     029         037         

                                           STANDING              MODERATE     029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       MODERATE     029         037         

                                           GETTING IN & OUT OF   MODERATE     029         037         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  067       075              Placebo       WEEK 1 (V3)      GSV       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      GSV       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      GSV       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  067       075              Placebo       GOING SHOPPING        MODERATE     029         037         

                                           PUTTING ON SOCKS      SLIGHT       029         037         

                                           RISING FROM BED       MODERATE     029         037         

                                           TAKING OFF SOCKS      SLIGHT       029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               SLIGHT       029         037         

                                           TOILETING             SEVERE       029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                           WALKING               MODERATE     006         033         

                                           STAIR CLIMBING        MODERATE     006         033         

                                           NOCTURNAL             SLIGHT       006         033         

                                           REST                  SLIGHT       006         033         

                                           WEIGHT BEARING        NONE         006         033         

                                           MORNING STIFFNESS     SLIGHT       002         033         

                                           STIFFNESS IN THE      SLIGHT       002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         033         

                                           ASCENDING STAIRS      MODERATE     025         033         

                                           RISING FROM SITTING   MODERATE     025         033         

                                           STANDING              MODERATE     025         033         

                                           BENDING TO FLOOR      SLIGHT       025         033         

                                           WALKING ON FLAT       SLIGHT       025         033         

                                           GETTING IN & OUT OF   MODERATE     025         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         033         

                                           PUTTING ON SOCKS      SLIGHT       025         033         

                                           RISING FROM BED       MODERATE     025         033         

                                           TAKING OFF SOCKS      SLIGHT       025         033         

                                           LYING IN BED          NONE         025         033         

                                           SITTING               MODERATE     025         033         

                                           TOILETING             MODERATE     025         033         

                                           GETTING ON OR OFF     SLIGHT       025         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         033         

                                           WALKING               SLIGHT       004         029         

                                           STAIR CLIMBING        MODERATE     004         029         

                                           NOCTURNAL             NONE         004         029        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  067       075              Placebo       WEEK 3 (V5)      GSV       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      GSV       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  067       075              Placebo       REST                  NONE         004         029         

                                           WEIGHT BEARING        SLIGHT       004         029         

                                           MORNING STIFFNESS     SLIGHT       002         029         

                                           STIFFNESS IN THE      SLIGHT       002         029         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         029         

                                           ASCENDING STAIRS      MODERATE     023         029         

                                           RISING FROM SITTING   SLIGHT       023         029         

                                           STANDING              SLIGHT       023         029         

                                           BENDING TO FLOOR      SLIGHT       023         029         

                                           WALKING ON FLAT       MODERATE     023         029         

                                           GETTING IN & OUT OF   SLIGHT       023         029         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       023         029         

                                           PUTTING ON SOCKS      SLIGHT       023         029         

                                           RISING FROM BED       MODERATE     023         029         

                                           TAKING OFF SOCKS      SLIGHT       023         029         

                                           LYING IN BED          SLIGHT       023         029         

                                           SITTING               MODERATE     023         029         

                                           TOILETING             MODERATE     023         029         

                                           GETTING ON OR OFF     SLIGHT       023         029         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         029         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         029         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             NONE         006         037         

                                           REST                  NONE         006         037         

                                           WEIGHT BEARING        MODERATE     006         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   SLIGHT       028         037         

                                           STANDING              SLIGHT       028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  067       075              Placebo       WEEK 4 (V6)      GSV       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  068       061              Placebo       BASELINE         CNM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        CNM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  067       075              Placebo       GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             MODERATE     028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         037         

                                           LIGHT DOMESTIC WORK   MODERATE     028         037         

                                                                                                      

  068       061              Placebo       WALKING               MODERATE     007         038         

                                           STAIR CLIMBING        SEVERE       007         038         

                                           NOCTURNAL             SLIGHT       007         038         

                                           REST                  NONE         007         038         

                                           WEIGHT BEARING        SLIGHT       007         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              MODERATE     028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       SLIGHT       028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       SLIGHT       028         038         

                                           TAKING OFF SOCKS      NONE         028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               MODERATE     028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        SEVERE       008         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  068       061              Placebo       SCREENING        CNM       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      CNM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  068       061              Placebo       NOCTURNAL             SLIGHT       008         038         

                                           REST                  NONE         008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              SLIGHT       027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      NONE         027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  068       061              Placebo       WEEK 1 (V3)      CNM       04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      CNM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      CNM       18OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  068       061              Placebo       GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      NONE         027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   SEVERE       027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      NONE         027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             SEVERE       027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     006         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  068       061              Placebo       WEEK 3 (V5)      CNM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      CNM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  068       061              Placebo       STAIR CLIMBING        MODERATE     006         036         

                                           NOCTURNAL             NONE         006         036         

                                           REST                  NONE         006         036         

                                           WEIGHT BEARING        MODERATE     006         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       SLIGHT       027         036         

                                           GETTING IN & OUT OF   SLIGHT       027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      NONE         027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             SEVERE       027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  068       061              Placebo       WEEK 4 (V6)      CNM       25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  069       072              Arthronat     BASELINE         SVG       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  068       061              Placebo       GETTING IN & OUT OF   NONE         025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      NONE         025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             SEVERE       025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       025         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         036         

                                                                                                      

  069       072              Arthronat     WALKING               MODERATE     006         027         

                                           STAIR CLIMBING        MODERATE     006         027         

                                           NOCTURNAL             SLIGHT       006         027         

                                           REST                  NONE         006         027         

                                           WEIGHT BEARING        SLIGHT       006         027         

                                           MORNING STIFFNESS     MODERATE     003         027         

                                           STIFFNESS IN THE      SLIGHT       003         027         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       018         027         

                                           ASCENDING STAIRS      MODERATE     018         027         

                                           RISING FROM SITTING   MODERATE     018         027         

                                           STANDING              SLIGHT       018         027         

                                           BENDING TO FLOOR      MODERATE     018         027         

                                           WALKING ON FLAT       SLIGHT       018         027         

                                           GETTING IN & OUT OF   SLIGHT       018         027         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       018         027         

                                           PUTTING ON SOCKS      NONE         018         027         

                                           RISING FROM BED       SLIGHT       018         027         

                                           TAKING OFF SOCKS      NONE         018         027         

                                           LYING IN BED          NONE         018         027         

                                           SITTING               NONE         018         027         

                                           TOILETING             MODERATE     018         027         

                                           GETTING ON OR OFF     SLIGHT       018         027         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     018         027         

                                           LIGHT DOMESTIC WORK   SLIGHT       018         027        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  069       072              Arthronat     SCREENING        SVG       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      SVG       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  069       072              Arthronat     WALKING               MODERATE     008         035         

                                           STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        MODERATE     008         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         035         

                                           ASCENDING STAIRS      MODERATE     024         035         

                                           RISING FROM SITTING   MODERATE     024         035         

                                           STANDING              MODERATE     024         035         

                                           BENDING TO FLOOR      MODERATE     024         035         

                                           WALKING ON FLAT       SLIGHT       024         035         

                                           GETTING IN & OUT OF   SLIGHT       024         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         035         

                                           PUTTING ON SOCKS      SLIGHT       024         035         

                                           RISING FROM BED       MODERATE     024         035         

                                           TAKING OFF SOCKS      NONE         024         035         

                                           LYING IN BED          SLIGHT       024         035         

                                           SITTING               SLIGHT       024         035         

                                           TOILETING             MODERATE     024         035         

                                           GETTING ON OR OFF     MODERATE     024         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         035         

                                           WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             SLIGHT       006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        SLIGHT       006         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              MODERATE     026         035         

                                           BENDING TO FLOOR      MODERATE     026         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  069       072              Arthronat     WEEK 1 (V3)      SVG       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      SVG       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  069       072              Arthronat     WALKING ON FLAT       SLIGHT       026         035         

                                           GETTING IN & OUT OF   SLIGHT       026         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         035         

                                           PUTTING ON SOCKS      SLIGHT       026         035         

                                           RISING FROM BED       MODERATE     026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          SLIGHT       026         035         

                                           SITTING               MODERATE     026         035         

                                           TOILETING             MODERATE     026         035         

                                           GETTING ON OR OFF     MODERATE     026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                           WALKING               MODERATE     007         032         

                                           STAIR CLIMBING        MODERATE     007         032         

                                           NOCTURNAL             SLIGHT       007         032         

                                           REST                  NONE         007         032         

                                           WEIGHT BEARING        MODERATE     007         032         

                                           MORNING STIFFNESS     MODERATE     003         032         

                                           STIFFNESS IN THE      SLIGHT       003         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       022         032         

                                           ASCENDING STAIRS      MODERATE     022         032         

                                           RISING FROM SITTING   MODERATE     022         032         

                                           STANDING              MODERATE     022         032         

                                           BENDING TO FLOOR      MODERATE     022         032         

                                           WALKING ON FLAT       SLIGHT       022         032         

                                           GETTING IN & OUT OF   SLIGHT       022         032         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         032         

                                           PUTTING ON SOCKS      NONE         022         032         

                                           RISING FROM BED       SLIGHT       022         032         

                                           TAKING OFF SOCKS      NONE         022         032         

                                           LYING IN BED          SLIGHT       022         032         

                                           SITTING               SLIGHT       022         032         

                                           TOILETING             MODERATE     022         032         

                                           GETTING ON OR OFF     MODERATE     022         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  069       072              Arthronat     WEEK 3 (V5)      SVG       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      SVG       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  069       072              Arthronat     WALKING               MODERATE     006         031         

                                           STAIR CLIMBING        MODERATE     006         031         

                                           NOCTURNAL             NONE         006         031         

                                           REST                  NONE         006         031         

                                           WEIGHT BEARING        MODERATE     006         031         

                                           MORNING STIFFNESS     MODERATE     003         031         

                                           STIFFNESS IN THE      SLIGHT       003         031         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       022         031         

                                           ASCENDING STAIRS      MODERATE     022         031         

                                           RISING FROM SITTING   MODERATE     022         031         

                                           STANDING              MODERATE     022         031         

                                           BENDING TO FLOOR      MODERATE     022         031         

                                           WALKING ON FLAT       SLIGHT       022         031         

                                           GETTING IN & OUT OF   SLIGHT       022         031         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       022         031         

                                           PUTTING ON SOCKS      SLIGHT       022         031         

                                           RISING FROM BED       MODERATE     022         031         

                                           TAKING OFF SOCKS      NONE         022         031         

                                           LYING IN BED          NONE         022         031         

                                           SITTING               SLIGHT       022         031         

                                           TOILETING             MODERATE     022         031         

                                           GETTING ON OR OFF     SLIGHT       022         031         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     022         031         

                                           LIGHT DOMESTIC WORK   SLIGHT       022         031         

                                           WALKING               MODERATE     005         024         

                                           STAIR CLIMBING        MODERATE     005         024         

                                           NOCTURNAL             NONE         005         024         

                                           REST                  NONE         005         024         

                                           WEIGHT BEARING        SLIGHT       005         024         

                                           MORNING STIFFNESS     MODERATE     003         024         

                                           STIFFNESS IN THE      SLIGHT       003         024         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       016         024         

                                           ASCENDING STAIRS      MODERATE     016         024         

                                           RISING FROM SITTING   SLIGHT       016         024         

                                           STANDING              SLIGHT       016         024         

                                           BENDING TO FLOOR      MODERATE     016         024        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  069       072              Arthronat     WEEK 4 (V6)      SVG       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  070       068              Arthronat     BASELINE         GRS       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  069       072              Arthronat     WALKING ON FLAT       SLIGHT       016         024         

                                           GETTING IN & OUT OF   SLIGHT       016         024         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       016         024         

                                           PUTTING ON SOCKS      NONE         016         024         

                                           RISING FROM BED       SLIGHT       016         024         

                                           TAKING OFF SOCKS      NONE         016         024         

                                           LYING IN BED          NONE         016         024         

                                           SITTING               NONE         016         024         

                                           TOILETING             MODERATE     016         024         

                                           GETTING ON OR OFF     SLIGHT       016         024         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     016         024         

                                           LIGHT DOMESTIC WORK   NONE         016         024         

                                                                                                      

  070       068              Arthronat     WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       MODERATE     027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      NONE         027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             SEVERE       027         037         

                                           GETTING ON OR OFF     SEVERE       027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  070       068              Arthronat     BASELINE         GRS       27SEP2010                    YES                            

                                           SCREENING        GRS       14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                                                                                                                  

                                                                      14SEP2010                    YES                            

                                                                      14SEP2010                    YES                            

                                           WEEK 1 (V3)      GRS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  070       068              Arthronat     LIGHT DOMESTIC WORK   NONE         027         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      NONE         026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     SEVERE       026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   NONE         026         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  070       068              Arthronat     WEEK 1 (V3)      GRS       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      GRS       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  070       068              Arthronat     BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      NONE         026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   NONE         026         037         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       MODERATE     026         036         

                                           TAKING OFF SOCKS      NONE         026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               SEVERE       026         036         

                                           TOILETING             MODERATE     026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  070       068              Arthronat     WEEK 2 (V4)      GRS       11OCT2010                    YES                            

                                           WEEK 3 (V5)      GRS       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      GRS       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  070       068              Arthronat     LIGHT DOMESTIC WORK   NONE         026         036         

                                           WALKING               MODERATE     007         035         

                                           STAIR CLIMBING        SLIGHT       007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  SLIGHT       007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   MODERATE     025         035         

                                           STANDING              MODERATE     025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   SLIGHT       025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       SLIGHT       025         035         

                                           TAKING OFF SOCKS      NONE         025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               MODERATE     025         035         

                                           TOILETING             SEVERE       025         035         

                                           GETTING ON OR OFF     MODERATE     025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                           WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        SLIGHT       007         034         

                                           NOCTURNAL             MODERATE     007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         034         

                                           ASCENDING STAIRS      MODERATE     024         034         

                                           RISING FROM SITTING   MODERATE     024         034         

                                           STANDING              MODERATE     024         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  070       068              Arthronat     WEEK 4 (V6)      GRS       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  071       065              Arthronat     BASELINE         SRD       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  070       068              Arthronat     BENDING TO FLOOR      MODERATE     024         034         

                                           WALKING ON FLAT       MODERATE     024         034         

                                           GETTING IN & OUT OF   SLIGHT       024         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         034         

                                           PUTTING ON SOCKS      SLIGHT       024         034         

                                           RISING FROM BED       SLIGHT       024         034         

                                           TAKING OFF SOCKS      NONE         024         034         

                                           LYING IN BED          SLIGHT       024         034         

                                           SITTING               SLIGHT       024         034         

                                           TOILETING             SEVERE       024         034         

                                           GETTING ON OR OFF     MODERATE     024         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         034         

                                           LIGHT DOMESTIC WORK   NONE         024         034         

                                                                                                      

  071       065              Arthronat     WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       MODERATE     027         038         

                                           TAKING OFF SOCKS      NONE         027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     SEVERE       027         038         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  071       065              Arthronat     BASELINE         SRD       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        SRD       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      SRD       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  071       065              Arthronat     HEAVY DOMESTIC WORK   MODERATE     027         038         

                                           LIGHT DOMESTIC WORK   NONE         027         038         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      NONE         026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         037         

                                           LIGHT DOMESTIC WORK   NONE         026         037         

                                           WALKING               MODERATE     008         042         

                                           STAIR CLIMBING        MODERATE     008         042         

                                           NOCTURNAL             SLIGHT       008         042         

                                           REST                  SLIGHT       008         042         

                                           WEIGHT BEARING        MODERATE     008         042         

                                           MORNING STIFFNESS     MODERATE     003         042         

                                           STIFFNESS IN THE      SLIGHT       003         042         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         042         

                                           ASCENDING STAIRS      SEVERE       029         042         

                                           RISING FROM SITTING   MODERATE     029         042        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  071       065              Arthronat     WEEK 1 (V3)      SRD       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      SRD       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  071       065              Arthronat     STANDING              MODERATE     029         042         

                                           BENDING TO FLOOR      MODERATE     029         042         

                                           WALKING ON FLAT       MODERATE     029         042         

                                           GETTING IN & OUT OF   MODERATE     029         042         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         042         

                                           PUTTING ON SOCKS      SLIGHT       029         042         

                                           RISING FROM BED       MODERATE     029         042         

                                           TAKING OFF SOCKS      NONE         029         042         

                                           LYING IN BED          SLIGHT       029         042         

                                           SITTING               SLIGHT       029         042         

                                           TOILETING             SEVERE       029         042         

                                           GETTING ON OR OFF     MODERATE     029         042         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         042         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         042         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  SLIGHT       006         037         

                                           WEIGHT BEARING        NONE         006         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   SLIGHT       028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       MODERATE     028         037         

                                           TAKING OFF SOCKS      NONE         028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             SEVERE       028         037         

                                           GETTING ON OR OFF     SEVERE       028         037         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  071       065              Arthronat     WEEK 2 (V4)      SRD       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      SRD       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      SRD       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  071       065              Arthronat     HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   NONE         028         037         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036         

                                           ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   SLIGHT       026         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      NONE         026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               MODERATE     026         036         

                                           TOILETING             SEVERE       026         036         

                                           GETTING ON OR OFF     SEVERE       026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               SEVERE       007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  NONE         007         039         

                                           WEIGHT BEARING        SLIGHT       007         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  071       065              Arthronat     WEEK 4 (V6)      SRD       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  072       060              Arthronat     BASELINE         VRN       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  071       065              Arthronat     STANDING              MODERATE     029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         039         

                                           PUTTING ON SOCKS      SLIGHT       029         039         

                                           RISING FROM BED       SLIGHT       029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             SEVERE       029         039         

                                           GETTING ON OR OFF     SEVERE       029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         039         

                                           LIGHT DOMESTIC WORK   NONE         029         039         

                                                                                                      

  072       060              Arthronat     WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         040         

                                           ASCENDING STAIRS      MODERATE     029         040         

                                           RISING FROM SITTING   MODERATE     029         040         

                                           STANDING              MODERATE     029         040         

                                           BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       MODERATE     029         040         

                                           GETTING IN & OUT OF   MODERATE     029         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         040         

                                           PUTTING ON SOCKS      SLIGHT       029         040         

                                           RISING FROM BED       SLIGHT       029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               MODERATE     029         040         

                                           TOILETING             SEVERE       029         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  072       060              Arthronat     BASELINE         VRN       27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        VRN       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      VRN       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  072       060              Arthronat     GETTING ON OR OFF     MODERATE     029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         040         

                                           LIGHT DOMESTIC WORK   NONE         029         040         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       SLIGHT       027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      NONE         027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             SEVERE       027         037         

                                           GETTING ON OR OFF     SEVERE       027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  NONE         007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  072       060              Arthronat     WEEK 1 (V3)      VRN       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      VRN       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  072       060              Arthronat     ASCENDING STAIRS      MODERATE     026         036         

                                           RISING FROM SITTING   MODERATE     026         036         

                                           STANDING              MODERATE     026         036         

                                           BENDING TO FLOOR      MODERATE     026         036         

                                           WALKING ON FLAT       SLIGHT       026         036         

                                           GETTING IN & OUT OF   MODERATE     026         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         036         

                                           PUTTING ON SOCKS      SLIGHT       026         036         

                                           RISING FROM BED       SLIGHT       026         036         

                                           TAKING OFF SOCKS      NONE         026         036         

                                           LYING IN BED          SLIGHT       026         036         

                                           SITTING               SLIGHT       026         036         

                                           TOILETING             SEVERE       026         036         

                                           GETTING ON OR OFF     MODERATE     026         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         036         

                                           WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             NONE         006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        MODERATE     006         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   MODERATE     026         035         

                                           STANDING              MODERATE     026         035         

                                           BENDING TO FLOOR      MODERATE     026         035         

                                           WALKING ON FLAT       MODERATE     026         035         

                                           GETTING IN & OUT OF   SLIGHT       026         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         035         

                                           PUTTING ON SOCKS      SLIGHT       026         035         

                                           RISING FROM BED       SLIGHT       026         035         

                                           TAKING OFF SOCKS      NONE         026         035         

                                           LYING IN BED          SLIGHT       026         035         

                                           SITTING               SEVERE       026         035         

                                           TOILETING             NONE         026         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  072       060              Arthronat     WEEK 2 (V4)      VRN       11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      VRN       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      VRN       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  072       060              Arthronat     GETTING ON OR OFF     MODERATE     026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         035         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   SLIGHT       026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  NONE         007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  072       060              Arthronat     WEEK 4 (V6)      VRN       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  073       062              Arthronat     BASELINE         PTM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  072       060              Arthronat     ASCENDING STAIRS      MODERATE     023         033         

                                           RISING FROM SITTING   MODERATE     023         033         

                                           STANDING              SLIGHT       023         033         

                                           BENDING TO FLOOR      MODERATE     023         033         

                                           WALKING ON FLAT       SLIGHT       023         033         

                                           GETTING IN & OUT OF   SLIGHT       023         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         033         

                                           PUTTING ON SOCKS      SLIGHT       023         033         

                                           RISING FROM BED       SLIGHT       023         033         

                                           TAKING OFF SOCKS      NONE         023         033         

                                           LYING IN BED          SLIGHT       023         033         

                                           SITTING               SEVERE       023         033         

                                           TOILETING             NONE         023         033         

                                           GETTING ON OR OFF     MODERATE     023         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         033         

                                           LIGHT DOMESTIC WORK   SLIGHT       023         033         

                                                                                                      

  073       062              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       MODERATE     026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          NONE         026         037         

                                           SITTING               SLIGHT       026         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  073       062              Arthronat     BASELINE         PTM       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        PTM       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      PTM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  073       062              Arthronat     TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       026         037         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   MODERATE     026         037         

                                           STANDING              MODERATE     026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       SLIGHT       026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      NONE         026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             SEVERE       026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         037         

                                           LIGHT DOMESTIC WORK   NONE         026         037         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  073       062              Arthronat     WEEK 1 (V3)      PTM       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      PTM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  073       062              Arthronat     DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   MODERATE     025         036         

                                           STANDING              MODERATE     025         036         

                                           BENDING TO FLOOR      MODERATE     025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       MODERATE     025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          NONE         025         036         

                                           SITTING               SLIGHT       025         036         

                                           TOILETING             SEVERE       025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   NONE         025         036         

                                           WALKING               MODERATE     007         035         

                                           STAIR CLIMBING        SEVERE       007         035         

                                           NOCTURNAL             NONE         007         035         

                                           REST                  NONE         007         035         

                                           WEIGHT BEARING        MODERATE     007         035         

                                           MORNING STIFFNESS     MODERATE     003         035         

                                           STIFFNESS IN THE      SLIGHT       003         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   MODERATE     025         035         

                                           STANDING              MODERATE     025         035         

                                           BENDING TO FLOOR      MODERATE     025         035         

                                           WALKING ON FLAT       SLIGHT       025         035         

                                           GETTING IN & OUT OF   MODERATE     025         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       SLIGHT       025         035         

                                           TAKING OFF SOCKS      NONE         025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               SLIGHT       025         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  073       062              Arthronat     WEEK 2 (V4)      PTM       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      PTM       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      PTM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  073       062              Arthronat     TOILETING             SEVERE       025         035         

                                           GETTING ON OR OFF     MODERATE     025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         035         

                                           WALKING               MODERATE     006         034         

                                           STAIR CLIMBING        MODERATE     006         034         

                                           NOCTURNAL             NONE         006         034         

                                           REST                  NONE         006         034         

                                           WEIGHT BEARING        MODERATE     006         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              MODERATE     025         034         

                                           BENDING TO FLOOR      MODERATE     025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      NONE         025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             SEVERE       025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               MODERATE     006         033         

                                           STAIR CLIMBING        SLIGHT       006         033         

                                           NOCTURNAL             SLIGHT       006         033         

                                           REST                  NONE         006         033         

                                           WEIGHT BEARING        MODERATE     006         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  073       062              Arthronat     WEEK 4 (V6)      PTM       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  074       058              Placebo       BASELINE         GDC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  073       062              Arthronat     DESCENDING STAIRS     SLIGHT       024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   MODERATE     024         033         

                                           STANDING              MODERATE     024         033         

                                           BENDING TO FLOOR      MODERATE     024         033         

                                           WALKING ON FLAT       SLIGHT       024         033         

                                           GETTING IN & OUT OF   SLIGHT       024         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       SLIGHT       024         033         

                                           TAKING OFF SOCKS      NONE         024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               SLIGHT       024         033         

                                           TOILETING             SEVERE       024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       024         033         

                                           LIGHT DOMESTIC WORK   NONE         024         033         

                                                                                                      

  074       058              Placebo       WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             NONE         006         037         

                                           REST                  NONE         006         037         

                                           WEIGHT BEARING        MODERATE     006         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  074       058              Placebo       BASELINE         GDC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        GDC       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      GDC       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  074       058              Placebo       SITTING               MODERATE     028         037         

                                           TOILETING             SEVERE       028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   NONE         028         037         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         039         

                                           ASCENDING STAIRS      MODERATE     028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              MODERATE     028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       MODERATE     028         039         

                                           GETTING IN & OUT OF   SLIGHT       028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      SLIGHT       028         039         

                                           RISING FROM BED       SLIGHT       028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             SEVERE       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  074       058              Placebo       WEEK 1 (V3)      GDC       04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      GDC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  074       058              Placebo       STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       MODERATE     027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   NONE         027         038         

                                           WALKING               MODERATE     006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             NONE         006         038         

                                           REST                  NONE         006         038         

                                           WEIGHT BEARING        MODERATE     006         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         038         

                                           ASCENDING STAIRS      MODERATE     029         038         

                                           RISING FROM SITTING   MODERATE     029         038         

                                           STANDING              MODERATE     029         038         

                                           BENDING TO FLOOR      MODERATE     029         038         

                                           WALKING ON FLAT       MODERATE     029         038         

                                           GETTING IN & OUT OF   MODERATE     029         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         038         

                                           PUTTING ON SOCKS      SLIGHT       029         038         

                                           RISING FROM BED       MODERATE     029         038        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  074       058              Placebo       WEEK 2 (V4)      GDC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      GDC       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      GDC       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  074       058              Placebo       TAKING OFF SOCKS      SLIGHT       029         038         

                                           LYING IN BED          SLIGHT       029         038         

                                           SITTING               MODERATE     029         038         

                                           TOILETING             MODERATE     029         038         

                                           GETTING ON OR OFF     MODERATE     029         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         038         

                                           WALKING               MODERATE     006         038         

                                           STAIR CLIMBING        MODERATE     006         038         

                                           NOCTURNAL             NONE         006         038         

                                           REST                  NONE         006         038         

                                           WEIGHT BEARING        MODERATE     006         038         

                                           MORNING STIFFNESS     MODERATE     004         038         

                                           STIFFNESS IN THE      MODERATE     004         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         038         

                                           ASCENDING STAIRS      MODERATE     028         038         

                                           RISING FROM SITTING   MODERATE     028         038         

                                           STANDING              MODERATE     028         038         

                                           BENDING TO FLOOR      MODERATE     028         038         

                                           WALKING ON FLAT       MODERATE     028         038         

                                           GETTING IN & OUT OF   MODERATE     028         038         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         038         

                                           PUTTING ON SOCKS      SLIGHT       028         038         

                                           RISING FROM BED       MODERATE     028         038         

                                           TAKING OFF SOCKS      SLIGHT       028         038         

                                           LYING IN BED          SLIGHT       028         038         

                                           SITTING               SLIGHT       028         038         

                                           TOILETING             SEVERE       028         038         

                                           GETTING ON OR OFF     MODERATE     028         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         038         

                                           LIGHT DOMESTIC WORK   NONE         028         038         

                                           WALKING               MODERATE     006         036         

                                           STAIR CLIMBING        MODERATE     006         036         

                                           NOCTURNAL             NONE         006         036         

                                           REST                  NONE         006         036         

                                           WEIGHT BEARING        MODERATE     006         036         

                                           MORNING STIFFNESS     MODERATE     003         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  074       058              Placebo       WEEK 4 (V6)      GDC       25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  075       064              Arthronat     BASELINE         SVC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  074       058              Placebo       STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       MODERATE     027         036         

                                           GETTING IN & OUT OF   SLIGHT       027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             SEVERE       027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         036         

                                           LIGHT DOMESTIC WORK   NONE         027         036         

                                                                                                      

  075       064              Arthronat     WALKING               MODERATE     006         034         

                                           STAIR CLIMBING        MODERATE     006         034         

                                           NOCTURNAL             NONE         006         034         

                                           REST                  NONE         006         034         

                                           WEIGHT BEARING        MODERATE     006         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              MODERATE     025         034         

                                           BENDING TO FLOOR      MODERATE     025         034         

                                           WALKING ON FLAT       MODERATE     025         034         

                                           GETTING IN & OUT OF   SLIGHT       025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  075       064              Arthronat     BASELINE         SVC       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        SVC       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      SVC       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  075       064              Arthronat     RISING FROM BED       NONE         025         034         

                                           TAKING OFF SOCKS      NONE         025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               MODERATE     025         034         

                                           TOILETING             SEVERE       025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   NONE         025         034         

                                           WALKING               MODERATE     006         039         

                                           STAIR CLIMBING        MODERATE     006         039         

                                           NOCTURNAL             NONE         006         039         

                                           REST                  NONE         006         039         

                                           WEIGHT BEARING        MODERATE     006         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         039         

                                           ASCENDING STAIRS      MODERATE     030         039         

                                           RISING FROM SITTING   MODERATE     030         039         

                                           STANDING              MODERATE     030         039         

                                           BENDING TO FLOOR      MODERATE     030         039         

                                           WALKING ON FLAT       MODERATE     030         039         

                                           GETTING IN & OUT OF   MODERATE     030         039         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     030         039         

                                           PUTTING ON SOCKS      SLIGHT       030         039         

                                           RISING FROM BED       SLIGHT       030         039         

                                           TAKING OFF SOCKS      SLIGHT       030         039         

                                           LYING IN BED          SLIGHT       030         039         

                                           SITTING               MODERATE     030         039         

                                           TOILETING             SEVERE       030         039         

                                           GETTING ON OR OFF     MODERATE     030         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       030         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         039         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             NONE         006         037         

                                           REST                  NONE         006         037         

                                           WEIGHT BEARING        MODERATE     006         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  075       064              Arthronat     WEEK 1 (V3)      SVC       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      SVC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  075       064              Arthronat     MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037         

                                           PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             SEVERE       028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   NONE         028         037         

                                           WALKING               MODERATE     006         036         

                                           STAIR CLIMBING        MODERATE     006         036         

                                           NOCTURNAL             NONE         006         036         

                                           REST                  NONE         006         036         

                                           WEIGHT BEARING        MODERATE     006         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       MODERATE     027         036         

                                           GETTING IN & OUT OF   SLIGHT       027         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  075       064              Arthronat     WEEK 2 (V4)      SVC       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      SVC       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      SVC       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  075       064              Arthronat     RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               SLIGHT       027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     006         036         

                                           STAIR CLIMBING        MODERATE     006         036         

                                           NOCTURNAL             NONE         006         036         

                                           REST                  NONE         006         036         

                                           WEIGHT BEARING        MODERATE     006         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       MODERATE     027         036         

                                           GETTING IN & OUT OF   SLIGHT       027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      NONE         027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             SEVERE       027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     006         033         

                                           STAIR CLIMBING        MODERATE     006         033         

                                           NOCTURNAL             NONE         006         033         

                                           REST                  NONE         006         033         

                                           WEIGHT BEARING        MODERATE     006         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  075       064              Arthronat     WEEK 4 (V6)      SVC       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  076       069              Arthronat     BASELINE         JPA       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  075       064              Arthronat     MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   MODERATE     024         033         

                                           STANDING              MODERATE     024         033         

                                           BENDING TO FLOOR      MODERATE     024         033         

                                           WALKING ON FLAT       MODERATE     024         033         

                                           GETTING IN & OUT OF   MODERATE     024         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       SLIGHT       024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          NONE         024         033         

                                           SITTING               SLIGHT       024         033         

                                           TOILETING             MODERATE     024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   NONE         024         033         

                                                                                                      

  076       069              Arthronat     WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     004         040         

                                           STIFFNESS IN THE      MODERATE     004         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         040         

                                           ASCENDING STAIRS      MODERATE     028         040         

                                           RISING FROM SITTING   MODERATE     028         040         

                                           STANDING              MODERATE     028         040         

                                           BENDING TO FLOOR      MODERATE     028         040         

                                           WALKING ON FLAT       SLIGHT       028         040         

                                           GETTING IN & OUT OF   SLIGHT       028         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  076       069              Arthronat     BASELINE         JPA       27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                                                                                                                  

                                                                      27SEP2010                    YES                            

                                                                      27SEP2010                    YES                            

                                           SCREENING        JPA       16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                                                                                                                  

                                                                      16SEP2010                    YES                            

                                                                      16SEP2010                    YES                            

                                           WEEK 1 (V3)      JPA       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  076       069              Arthronat     PUTTING ON SOCKS      SLIGHT       028         040         

                                           RISING FROM BED       MODERATE     028         040         

                                           TAKING OFF SOCKS      SLIGHT       028         040         

                                           LYING IN BED          SLIGHT       028         040         

                                           SITTING               MODERATE     028         040         

                                           TOILETING             SEVERE       028         040         

                                           GETTING ON OR OFF     MODERATE     028         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       028         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         040         

                                           WALKING               MODERATE     008         038         

                                           STAIR CLIMBING        MODERATE     008         038         

                                           NOCTURNAL             SLIGHT       008         038         

                                           REST                  SLIGHT       008         038         

                                           WEIGHT BEARING        MODERATE     008         038         

                                           MORNING STIFFNESS     MODERATE     003         038         

                                           STIFFNESS IN THE      SLIGHT       003         038         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         038         

                                           ASCENDING STAIRS      MODERATE     027         038         

                                           RISING FROM SITTING   MODERATE     027         038         

                                           STANDING              MODERATE     027         038         

                                           BENDING TO FLOOR      MODERATE     027         038         

                                           WALKING ON FLAT       SLIGHT       027         038         

                                           GETTING IN & OUT OF   SLIGHT       027         038         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         038         

                                           PUTTING ON SOCKS      SLIGHT       027         038         

                                           RISING FROM BED       SLIGHT       027         038         

                                           TAKING OFF SOCKS      SLIGHT       027         038         

                                           LYING IN BED          SLIGHT       027         038         

                                           SITTING               MODERATE     027         038         

                                           TOILETING             SEVERE       027         038         

                                           GETTING ON OR OFF     MODERATE     027         038         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       027         038         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         038         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        SLIGHT       007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  076       069              Arthronat     WEEK 1 (V3)      JPA       04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                                                                                                                  

                                                                      04OCT2010                    YES                            

                                                                      04OCT2010                    YES                            

                                           WEEK 2 (V4)      JPA       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  076       069              Arthronat     WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              MODERATE     027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       MODERATE     027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             NONE         006         037         

                                           REST                  NONE         006         037         

                                           WEIGHT BEARING        MODERATE     006         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              MODERATE     028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       MODERATE     028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     028         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  076       069              Arthronat     WEEK 2 (V4)      JPA       11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                                                                                                                  

                                                                      11OCT2010                    YES                            

                                                                      11OCT2010                    YES                            

                                           WEEK 3 (V5)      JPA       18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                                                                                                                  

                                                                      18OCT2010                    YES                            

                                                                      18OCT2010                    YES                            

                                           WEEK 4 (V6)      JPA       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  076       069              Arthronat     PUTTING ON SOCKS      SLIGHT       028         037         

                                           RISING FROM BED       SLIGHT       028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          SLIGHT       028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             MODERATE     028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                           WALKING               MODERATE     006         036         

                                           STAIR CLIMBING        MODERATE     006         036         

                                           NOCTURNAL             NONE         006         036         

                                           REST                  NONE         006         036         

                                           WEIGHT BEARING        MODERATE     006         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       MODERATE     027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       SLIGHT       027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               SLIGHT       027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     005         033         

                                           STAIR CLIMBING        MODERATE     005         033         

                                           NOCTURNAL             NONE         005         033         

                                           REST                  NONE         005         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  076       069              Arthronat     WEEK 4 (V6)      JPA       25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

                                                                      25OCT2010                    YES                            

                                                                      25OCT2010                    YES                            

                                                                                                                                  

  077       074              Arthronat     BASELINE         NYR       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  076       069              Arthronat     WEIGHT BEARING        SLIGHT       005         033         

                                           MORNING STIFFNESS     MODERATE     003         033         

                                           STIFFNESS IN THE      SLIGHT       003         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         033         

                                           ASCENDING STAIRS      MODERATE     025         033         

                                           RISING FROM SITTING   MODERATE     025         033         

                                           STANDING              MODERATE     025         033         

                                           BENDING TO FLOOR      MODERATE     025         033         

                                           WALKING ON FLAT       MODERATE     025         033         

                                           GETTING IN & OUT OF   MODERATE     025         033         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         033         

                                           PUTTING ON SOCKS      SLIGHT       025         033         

                                           RISING FROM BED       SLIGHT       025         033         

                                           TAKING OFF SOCKS      NONE         025         033         

                                           LYING IN BED          NONE         025         033         

                                           SITTING               SLIGHT       025         033         

                                           TOILETING             SEVERE       025         033         

                                           GETTING ON OR OFF     MODERATE     025         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       025         033         

                                           LIGHT DOMESTIC WORK   NONE         025         033         

                                                                                                      

  077       074              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             MODERATE     008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        SLIGHT       008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   SLIGHT       026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      SLIGHT       026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  077       074              Arthronat     BASELINE         NYR       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        NYR       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                           WEEK 1 (V3)      NYR       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  077       074              Arthronat     GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               MODERATE     026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   MODERATE     026         037         

                                           WALKING               MODERATE     009         036         

                                           STAIR CLIMBING        MODERATE     009         036         

                                           NOCTURNAL             MODERATE     009         036         

                                           REST                  SLIGHT       009         036         

                                           WEIGHT BEARING        MODERATE     009         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         036         

                                           ASCENDING STAIRS      MODERATE     024         036         

                                           RISING FROM SITTING   SLIGHT       024         036         

                                           STANDING              SLIGHT       024         036         

                                           BENDING TO FLOOR      SLIGHT       024         036         

                                           WALKING ON FLAT       MODERATE     024         036         

                                           GETTING IN & OUT OF   MODERATE     024         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         036         

                                           PUTTING ON SOCKS      MODERATE     024         036         

                                           RISING FROM BED       SLIGHT       024         036         

                                           TAKING OFF SOCKS      SLIGHT       024         036         

                                           LYING IN BED          SLIGHT       024         036         

                                           SITTING               SLIGHT       024         036         

                                           TOILETING             SLIGHT       024         036         

                                           GETTING ON OR OFF     MODERATE     024         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       024         036         

                                           WALKING               MODERATE     009         38          

                                           STAIR CLIMBING        MODERATE     009         38          

                                           NOCTURNAL             MODERATE     009         38         



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  077       074              Arthronat     WEEK 1 (V3)      NYR       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      NYR       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  077       074              Arthronat     REST                  SLIGHT       009         38          

                                           WEIGHT BEARING        MODERATE     009         38          

                                           MORNING STIFFNESS     MODERATE     003         38          

                                           STIFFNESS IN THE      SLIGHT       003         38          

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         38          

                                           ASCENDING STAIRS      MODERATE     026         38          

                                           RISING FROM SITTING   SLIGHT       026         38          

                                           STANDING              SLIGHT       026         38          

                                           BENDING TO FLOOR      SLIGHT       026         38          

                                           WALKING ON FLAT       MODERATE     026         38          

                                           GETTING IN & OUT OF   MODERATE     026         38          

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         38          

                                           PUTTING ON SOCKS      SLIGHT       026         38          

                                           RISING FROM BED       SLIGHT       026         38          

                                           TAKING OFF SOCKS      SLIGHT       026         38          

                                           LYING IN BED          SLIGHT       026         38          

                                           SITTING               MODERATE     026         38          

                                           TOILETING             MODERATE     026         38          

                                           GETTING ON OR OFF     MODERATE     026         38          

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         38          

                                           LIGHT DOMESTIC WORK   MODERATE     026         38          

                                           WALKING               MODERATE     009         039         

                                           STAIR CLIMBING        MODERATE     009         039         

                                           NOCTURNAL             MODERATE     009         039         

                                           REST                  SLIGHT       009         039         

                                           WEIGHT BEARING        MODERATE     009         039         

                                           MORNING STIFFNESS     MODERATE     003         039         

                                           STIFFNESS IN THE      SLIGHT       003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         039         

                                           ASCENDING STAIRS      MODERATE     027         039         

                                           RISING FROM SITTING   MODERATE     027         039         

                                           STANDING              SLIGHT       027         039         

                                           BENDING TO FLOOR      MODERATE     027         039         

                                           WALKING ON FLAT       MODERATE     027         039         

                                           GETTING IN & OUT OF   MODERATE     027         039         

                                           CAR                                                       



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  077       074              Arthronat     WEEK 2 (V4)      NYR       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      NYR       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                           WEEK 4 (V6)      NYR       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  077       074              Arthronat     GOING SHOPPING        MODERATE     027         039         

                                           PUTTING ON SOCKS      SLIGHT       027         039         

                                           RISING FROM BED       SLIGHT       027         039         

                                           TAKING OFF SOCKS      SLIGHT       027         039         

                                           LYING IN BED          SLIGHT       027         039         

                                           SITTING               SLIGHT       027         039         

                                           TOILETING             MODERATE     027         039         

                                           GETTING ON OR OFF     MODERATE     027         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         039         

                                           LIGHT DOMESTIC WORK   MODERATE     027         039         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             MODERATE     008         036         

                                           REST                  NONE         008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     MODERATE     003         036         

                                           STIFFNESS IN THE      SLIGHT       003         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         036         

                                           ASCENDING STAIRS      MODERATE     025         036         

                                           RISING FROM SITTING   SLIGHT       025         036         

                                           STANDING              SLIGHT       025         036         

                                           BENDING TO FLOOR      SLIGHT       025         036         

                                           WALKING ON FLAT       SLIGHT       025         036         

                                           GETTING IN & OUT OF   MODERATE     025         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         036         

                                           PUTTING ON SOCKS      SLIGHT       025         036         

                                           RISING FROM BED       SLIGHT       025         036         

                                           TAKING OFF SOCKS      SLIGHT       025         036         

                                           LYING IN BED          SLIGHT       025         036         

                                           SITTING               MODERATE     025         036         

                                           TOILETING             MODERATE     025         036         

                                           GETTING ON OR OFF     MODERATE     025         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         036         

                                           LIGHT DOMESTIC WORK   MODERATE     025         036         

                                           WALKING               MODERATE     006         033         

                                           STAIR CLIMBING        MODERATE     006         033         

                                           NOCTURNAL             NONE         006         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  077       074              Arthronat     WEEK 4 (V6)      NYR       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

  078       079              Arthronat     BASELINE         PRS       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  077       074              Arthronat     REST                  NONE         006         033         

                                           WEIGHT BEARING        MODERATE     006         033         

                                           MORNING STIFFNESS     SLIGHT       002         033         

                                           STIFFNESS IN THE      SLIGHT       002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         033         

                                           ASCENDING STAIRS      MODERATE     025         033         

                                           RISING FROM SITTING   SLIGHT       025         033         

                                           STANDING              SLIGHT       025         033         

                                           BENDING TO FLOOR      MODERATE     025         033         

                                           WALKING ON FLAT       SLIGHT       025         033         

                                           GETTING IN & OUT OF   MODERATE     025         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         033         

                                           PUTTING ON SOCKS      SLIGHT       025         033         

                                           RISING FROM BED       SLIGHT       025         033         

                                           TAKING OFF SOCKS      SLIGHT       025         033         

                                           LYING IN BED          SLIGHT       025         033         

                                           SITTING               SLIGHT       025         033         

                                           TOILETING             MODERATE     025         033         

                                           GETTING ON OR OFF     MODERATE     025         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         033         

                                           LIGHT DOMESTIC WORK   MODERATE     025         033         

                                                                                                      

  078       079              Arthronat     WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        SLIGHT       007         033         

                                           NOCTURNAL             MODERATE     007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     SLIGHT       002         033         

                                           STIFFNESS IN THE      SLIGHT       002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   SLIGHT       024         033         

                                           STANDING              SLIGHT       024         033         

                                           BENDING TO FLOOR      SLIGHT       024         033         

                                           WALKING ON FLAT       SLIGHT       024         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  078       079              Arthronat     BASELINE         PRS       06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        PRS       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                           WEEK 1 (V3)      PRS       13OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  078       079              Arthronat     GETTING IN & OUT OF   MODERATE     024         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       SLIGHT       024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               SLIGHT       024         033         

                                           TOILETING             MODERATE     024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   MODERATE     024         033         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        SLIGHT       007         034         

                                           NOCTURNAL             MODERATE     007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   SLIGHT       025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      SLIGHT       025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               MODERATE     025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   MODERATE     025         034         

                                           WALKING               SLIGHT       007         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  078       079              Arthronat     WEEK 1 (V3)      PRS       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      PRS       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  078       079              Arthronat     STAIR CLIMBING        SLIGHT       007         034         

                                           NOCTURNAL             MODERATE     007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   SLIGHT       025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      SLIGHT       025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       025         034         

                                           LIGHT DOMESTIC WORK   MODERATE     025         034         

                                           WALKING               SLIGHT       007         035         

                                           STAIR CLIMBING        SLIGHT       007         035         

                                           NOCTURNAL             SLIGHT       007         035         

                                           REST                  SLIGHT       007         035         

                                           WEIGHT BEARING        SEVERE       007         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         035         

                                           ASCENDING STAIRS      MODERATE     026         035         

                                           RISING FROM SITTING   SLIGHT       026         035         

                                           STANDING              SLIGHT       026         035         

                                           BENDING TO FLOOR      SLIGHT       026         035         

                                           WALKING ON FLAT       SLIGHT       026         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  078       079              Arthronat     WEEK 2 (V4)      PRS       20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      PRS       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                           WEEK 4 (V6)      PRS       02NOV2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  078       079              Arthronat     GETTING IN & OUT OF   MODERATE     026         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         035         

                                           PUTTING ON SOCKS      SLIGHT       026         035         

                                           RISING FROM BED       SLIGHT       026         035         

                                           TAKING OFF SOCKS      SLIGHT       026         035         

                                           LYING IN BED          SLIGHT       026         035         

                                           SITTING               MODERATE     026         035         

                                           TOILETING             MODERATE     026         035         

                                           GETTING ON OR OFF     MODERATE     026         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       026         035         

                                           LIGHT DOMESTIC WORK   MODERATE     026         035         

                                           WALKING               SLIGHT       006         034         

                                           STAIR CLIMBING        SLIGHT       006         034         

                                           NOCTURNAL             SLIGHT       006         034         

                                           REST                  SLIGHT       006         034         

                                           WEIGHT BEARING        MODERATE     006         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   SLIGHT       025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      SLIGHT       025         034         

                                           WALKING ON FLAT       MODERATE     025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   MODERATE     025         034         

                                           WALKING               SLIGHT       008         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  078       079              Arthronat     WEEK 4 (V6)      PRS       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

  079       077              Arthronat     BASELINE         PRM       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  078       079              Arthronat     STAIR CLIMBING        MODERATE     008         035         

                                           NOCTURNAL             SLIGHT       008         035         

                                           REST                  SLIGHT       008         035         

                                           WEIGHT BEARING        SEVERE       008         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         035         

                                           ASCENDING STAIRS      MODERATE     025         035         

                                           RISING FROM SITTING   SLIGHT       025         035         

                                           STANDING              SLIGHT       025         035         

                                           BENDING TO FLOOR      SLIGHT       025         035         

                                           WALKING ON FLAT       MODERATE     025         035         

                                           GETTING IN & OUT OF   MODERATE     025         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         035         

                                           PUTTING ON SOCKS      SLIGHT       025         035         

                                           RISING FROM BED       SLIGHT       025         035         

                                           TAKING OFF SOCKS      SLIGHT       025         035         

                                           LYING IN BED          SLIGHT       025         035         

                                           SITTING               SLIGHT       025         035         

                                           TOILETING             MODERATE     025         035         

                                           GETTING ON OR OFF     MODERATE     025         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         035         

                                           LIGHT DOMESTIC WORK   MODERATE     025         035         

                                                                                                      

  079       077              Arthronat     WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   MODERATE     025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      MODERATE     025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  079       077              Arthronat     BASELINE         PRM       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        PRM       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  079       077              Arthronat     WALKING ON FLAT       MODERATE     025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             SLIGHT       025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               MODERATE     008         034         

                                           STAIR CLIMBING        MODERATE     008         034         

                                           NOCTURNAL             SLIGHT       008         034         

                                           REST                  SLIGHT       008         034         

                                           WEIGHT BEARING        MODERATE     008         034         

                                           MORNING STIFFNESS     MODERATE     003         034         

                                           STIFFNESS IN THE      SLIGHT       003         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       023         034         

                                           ASCENDING STAIRS      MODERATE     023         034         

                                           RISING FROM SITTING   SLIGHT       023         034         

                                           STANDING              SLIGHT       023         034         

                                           BENDING TO FLOOR      SLIGHT       023         034         

                                           WALKING ON FLAT       SLIGHT       023         034         

                                           GETTING IN & OUT OF   MODERATE     023         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     023         034         

                                           PUTTING ON SOCKS      SLIGHT       023         034         

                                           RISING FROM BED       SLIGHT       023         034         

                                           TAKING OFF SOCKS      SLIGHT       023         034         

                                           LYING IN BED          SLIGHT       023         034         

                                           SITTING               SLIGHT       023         034         

                                           TOILETING             SLIGHT       023         034         

                                           GETTING ON OR OFF     MODERATE     023         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     023         034         

                                           LIGHT DOMESTIC WORK   MODERATE     023         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  079       077              Arthronat     WEEK 1 (V3)      PRM       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      PRM       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  079       077              Arthronat     WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       026         037         

                                           ASCENDING STAIRS      MODERATE     026         037         

                                           RISING FROM SITTING   SLIGHT       026         037         

                                           STANDING              SLIGHT       026         037         

                                           BENDING TO FLOOR      MODERATE     026         037         

                                           WALKING ON FLAT       MODERATE     026         037         

                                           GETTING IN & OUT OF   MODERATE     026         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     026         037         

                                           PUTTING ON SOCKS      SLIGHT       026         037         

                                           RISING FROM BED       SLIGHT       026         037         

                                           TAKING OFF SOCKS      SLIGHT       026         037         

                                           LYING IN BED          SLIGHT       026         037         

                                           SITTING               SLIGHT       026         037         

                                           TOILETING             MODERATE     026         037         

                                           GETTING ON OR OFF     MODERATE     026         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     026         037         

                                           LIGHT DOMESTIC WORK   MODERATE     026         037         

                                           WALKING               MODERATE     007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  NONE         007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   SLIGHT       025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      MODERATE     025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  079       077              Arthronat     WEEK 2 (V4)      PRM       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      PRM       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  079       077              Arthronat     WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     025         034         

                                           PUTTING ON SOCKS      SLIGHT       025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             MODERATE     025         034         

                                           GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   MODERATE     025         034         

                                           WALKING               SLIGHT       007         033         

                                           STAIR CLIMBING        MODERATE     007         033         

                                           NOCTURNAL             SLIGHT       007         033         

                                           REST                  SLIGHT       007         033         

                                           WEIGHT BEARING        MODERATE     007         033         

                                           MORNING STIFFNESS     SLIGHT       002         033         

                                           STIFFNESS IN THE      SLIGHT       002         033         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         033         

                                           ASCENDING STAIRS      MODERATE     024         033         

                                           RISING FROM SITTING   SLIGHT       024         033         

                                           STANDING              MODERATE     024         033         

                                           BENDING TO FLOOR      SLIGHT       024         033         

                                           WALKING ON FLAT       SLIGHT       024         033         

                                           GETTING IN & OUT OF   SLIGHT       024         033         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         033         

                                           PUTTING ON SOCKS      SLIGHT       024         033         

                                           RISING FROM BED       MODERATE     024         033         

                                           TAKING OFF SOCKS      SLIGHT       024         033         

                                           LYING IN BED          SLIGHT       024         033         

                                           SITTING               SLIGHT       024         033         

                                           TOILETING             SLIGHT       024         033         

                                           GETTING ON OR OFF     MODERATE     024         033         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         033         

                                           LIGHT DOMESTIC WORK   MODERATE     024         033        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  079       077              Arthronat     WEEK 4 (V6)      PRM       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

  080       076              Placebo       BASELINE         AML       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  079       077              Arthronat     WALKING               SLIGHT       005         032         

                                           STAIR CLIMBING        MODERATE     005         032         

                                           NOCTURNAL             NONE         005         032         

                                           REST                  NONE         005         032         

                                           WEIGHT BEARING        MODERATE     005         032         

                                           MORNING STIFFNESS     MODERATE     003         032         

                                           STIFFNESS IN THE      SLIGHT       003         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       024         032         

                                           ASCENDING STAIRS      MODERATE     024         032         

                                           RISING FROM SITTING   SLIGHT       024         032         

                                           STANDING              SLIGHT       024         032         

                                           BENDING TO FLOOR      SLIGHT       024         032         

                                           WALKING ON FLAT       SLIGHT       024         032         

                                           GETTING IN & OUT OF   MODERATE     024         032         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     024         032         

                                           PUTTING ON SOCKS      SLIGHT       024         032         

                                           RISING FROM BED       SLIGHT       024         032         

                                           TAKING OFF SOCKS      SLIGHT       024         032         

                                           LYING IN BED          SLIGHT       024         032         

                                           SITTING               SLIGHT       024         032         

                                           TOILETING             MODERATE     024         032         

                                           GETTING ON OR OFF     MODERATE     024         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     024         032         

                                           LIGHT DOMESTIC WORK   MODERATE     024         032         

                                                                                                      

  080       076              Placebo       WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     SLIGHT       002         040         

                                           STIFFNESS IN THE      SLIGHT       002         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       030         040         

                                           ASCENDING STAIRS      MODERATE     030         040         

                                           RISING FROM SITTING   MODERATE     030         040         

                                           STANDING              MODERATE     030         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  080       076              Placebo       BASELINE         AML       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        AML       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  080       076              Placebo       BENDING TO FLOOR      SEVERE       030         040         

                                           WALKING ON FLAT       SLIGHT       030         040         

                                           GETTING IN & OUT OF   MODERATE     030         040         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         040         

                                           PUTTING ON SOCKS      MODERATE     030         040         

                                           RISING FROM BED       MODERATE     030         040         

                                           TAKING OFF SOCKS      MODERATE     030         040         

                                           LYING IN BED          SLIGHT       030         040         

                                           SITTING               MODERATE     030         040         

                                           TOILETING             MODERATE     030         040         

                                           GETTING ON OR OFF     MODERATE     030         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         040         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     SLIGHT       002         039         

                                           STIFFNESS IN THE      SLIGHT       002         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         039         

                                           ASCENDING STAIRS      MODERATE     029         039         

                                           RISING FROM SITTING   MODERATE     029         039         

                                           STANDING              SLIGHT       029         039         

                                           BENDING TO FLOOR      MODERATE     029         039         

                                           WALKING ON FLAT       SLIGHT       029         039         

                                           GETTING IN & OUT OF   MODERATE     029         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         039         

                                           PUTTING ON SOCKS      MODERATE     029         039         

                                           RISING FROM BED       MODERATE     029         039         

                                           TAKING OFF SOCKS      SLIGHT       029         039         

                                           LYING IN BED          SLIGHT       029         039         

                                           SITTING               MODERATE     029         039         

                                           TOILETING             MODERATE     029         039         

                                           GETTING ON OR OFF     MODERATE     029         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   SEVERE       029         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  080       076              Placebo       SCREENING        AML       28SEP2010                    YES                            

                                           WEEK 1 (V3)      AML       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      AML       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  080       076              Placebo       LIGHT DOMESTIC WORK   SLIGHT       029         039         

                                           WALKING               MODERATE     008         039         

                                           STAIR CLIMBING        MODERATE     008         039         

                                           NOCTURNAL             SLIGHT       008         039         

                                           REST                  SLIGHT       008         039         

                                           WEIGHT BEARING        MODERATE     008         039         

                                           MORNING STIFFNESS     SLIGHT       003         039         

                                           STIFFNESS IN THE      MODERATE     003         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         039         

                                           ASCENDING STAIRS      SLIGHT       028         039         

                                           RISING FROM SITTING   MODERATE     028         039         

                                           STANDING              SLIGHT       028         039         

                                           BENDING TO FLOOR      MODERATE     028         039         

                                           WALKING ON FLAT       SLIGHT       028         039         

                                           GETTING IN & OUT OF   MODERATE     028         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         039         

                                           PUTTING ON SOCKS      MODERATE     028         039         

                                           RISING FROM BED       MODERATE     028         039         

                                           TAKING OFF SOCKS      SLIGHT       028         039         

                                           LYING IN BED          SLIGHT       028         039         

                                           SITTING               MODERATE     028         039         

                                           TOILETING             SEVERE       028         039         

                                           GETTING ON OR OFF     MODERATE     028         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         039         

                                           WALKING               MODERATE     008         040         

                                           STAIR CLIMBING        MODERATE     008         040         

                                           NOCTURNAL             SLIGHT       008         040         

                                           REST                  SLIGHT       008         040         

                                           WEIGHT BEARING        MODERATE     008         040         

                                           MORNING STIFFNESS     MODERATE     003         040         

                                           STIFFNESS IN THE      SLIGHT       003         040         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       029         040         

                                           ASCENDING STAIRS      MODERATE     029         040         

                                           RISING FROM SITTING   MODERATE     029         040         

                                           STANDING              SLIGHT       029         040        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  080       076              Placebo       WEEK 2 (V4)      AML       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      AML       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  080       076              Placebo       BENDING TO FLOOR      MODERATE     029         040         

                                           WALKING ON FLAT       MODERATE     029         040         

                                           GETTING IN & OUT OF   SEVERE       029         040         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         040         

                                           PUTTING ON SOCKS      SLIGHT       029         040         

                                           RISING FROM BED       MODERATE     029         040         

                                           TAKING OFF SOCKS      SLIGHT       029         040         

                                           LYING IN BED          SLIGHT       029         040         

                                           SITTING               MODERATE     029         040         

                                           TOILETING             SEVERE       029         040         

                                           GETTING ON OR OFF     SLIGHT       029         040         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         040         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         040         

                                           WALKING               MODERATE     007         037         

                                           STAIR CLIMBING        MODERATE     007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  NONE         007         037         

                                           WEIGHT BEARING        MODERATE     007         037         

                                           MORNING STIFFNESS     MODERATE     003         037         

                                           STIFFNESS IN THE      SLIGHT       003         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       MODERATE     027         037         

                                           GETTING IN & OUT OF   MODERATE     027         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         037         

                                           PUTTING ON SOCKS      SLIGHT       027         037         

                                           RISING FROM BED       SLIGHT       027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               MODERATE     027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  080       076              Placebo       WEEK 3 (V5)      AML       27OCT2010                    YES                            

                                           WEEK 4 (V6)      AML       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

  081       078              Placebo       BASELINE         CTB       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  080       076              Placebo       LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               MODERATE     006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             NONE         006         035         

                                           REST                  NONE         006         035         

                                           WEIGHT BEARING        MODERATE     006         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         035         

                                           ASCENDING STAIRS      MODERATE     027         035         

                                           RISING FROM SITTING   MODERATE     027         035         

                                           STANDING              SLIGHT       027         035         

                                           BENDING TO FLOOR      MODERATE     027         035         

                                           WALKING ON FLAT       MODERATE     027         035         

                                           GETTING IN & OUT OF   MODERATE     027         035         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         035         

                                           PUTTING ON SOCKS      SLIGHT       027         035         

                                           RISING FROM BED       SLIGHT       027         035         

                                           TAKING OFF SOCKS      SLIGHT       027         035         

                                           LYING IN BED          SLIGHT       027         035         

                                           SITTING               SLIGHT       027         035         

                                           TOILETING             MODERATE     027         035         

                                           GETTING ON OR OFF     MODERATE     027         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         035         

                                           LIGHT DOMESTIC WORK   MODERATE     027         035         

                                                                                                      

  081       078              Placebo       WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     SLIGHT       001         036         

                                           STIFFNESS IN THE      NONE         001         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  081       078              Placebo       BASELINE         CTB       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        CTB       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  081       078              Placebo       STANDING              SLIGHT       027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       SLIGHT       027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       MODERATE     027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     008         036         

                                           STAIR CLIMBING        MODERATE     008         036         

                                           NOCTURNAL             SLIGHT       008         036         

                                           REST                  SLIGHT       008         036         

                                           WEIGHT BEARING        MODERATE     008         036         

                                           MORNING STIFFNESS     SLIGHT       001         036         

                                           STIFFNESS IN THE      NONE         001         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              SLIGHT       027         036         

                                           BENDING TO FLOOR      SEVERE       027         036         

                                           WALKING ON FLAT       SLIGHT       027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         036         

                                           PUTTING ON SOCKS      SLIGHT       027         036         

                                           RISING FROM BED       MODERATE     027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               SLIGHT       027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     SLIGHT       027         036         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  081       078              Placebo       SCREENING        CTB       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                           WEEK 1 (V3)      CTB       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      CTB       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  081       078              Placebo       HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               MODERATE     009         037         

                                           STAIR CLIMBING        MODERATE     009         037         

                                           NOCTURNAL             SLIGHT       009         037         

                                           REST                  MODERATE     009         037         

                                           WEIGHT BEARING        MODERATE     009         037         

                                           MORNING STIFFNESS     SLIGHT       001         037         

                                           STIFFNESS IN THE      NONE         001         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         037         

                                           ASCENDING STAIRS      MODERATE     027         037         

                                           RISING FROM SITTING   MODERATE     027         037         

                                           STANDING              SLIGHT       027         037         

                                           BENDING TO FLOOR      MODERATE     027         037         

                                           WALKING ON FLAT       MODERATE     027         037         

                                           GETTING IN & OUT OF   SLIGHT       027         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     027         037         

                                           PUTTING ON SOCKS      MODERATE     027         037         

                                           RISING FROM BED       MODERATE     027         037         

                                           TAKING OFF SOCKS      SLIGHT       027         037         

                                           LYING IN BED          SLIGHT       027         037         

                                           SITTING               SLIGHT       027         037         

                                           TOILETING             MODERATE     027         037         

                                           GETTING ON OR OFF     MODERATE     027         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         037         

                                           WALKING               SLIGHT       003         032         

                                           STAIR CLIMBING        SLIGHT       003         032         

                                           NOCTURNAL             NONE         003         032         

                                           REST                  NONE         003         032         

                                           WEIGHT BEARING        SLIGHT       003         032         

                                           MORNING STIFFNESS     SLIGHT       001         032         

                                           STIFFNESS IN THE      NONE         001         032         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         032         

                                           ASCENDING STAIRS      SLIGHT       028         032         

                                           RISING FROM SITTING   MODERATE     028         032        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  081       078              Placebo       WEEK 2 (V4)      CTB       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      CTB       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  081       078              Placebo       STANDING              MODERATE     028         032         

                                           BENDING TO FLOOR      MODERATE     028         032         

                                           WALKING ON FLAT       SLIGHT       028         032         

                                           GETTING IN & OUT OF   SLIGHT       028         032         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         032         

                                           PUTTING ON SOCKS      MODERATE     028         032         

                                           RISING FROM BED       MODERATE     028         032         

                                           TAKING OFF SOCKS      MODERATE     028         032         

                                           LYING IN BED          SLIGHT       028         032         

                                           SITTING               MODERATE     028         032         

                                           TOILETING             SEVERE       028         032         

                                           GETTING ON OR OFF     SLIGHT       028         032         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     028         032         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         032         

                                           WALKING               MODERATE     008         037         

                                           STAIR CLIMBING        MODERATE     008         037         

                                           NOCTURNAL             SLIGHT       008         037         

                                           REST                  SLIGHT       008         037         

                                           WEIGHT BEARING        MODERATE     008         037         

                                           MORNING STIFFNESS     SLIGHT       001         037         

                                           STIFFNESS IN THE      NONE         001         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     028         037         

                                           ASCENDING STAIRS      MODERATE     028         037         

                                           RISING FROM SITTING   MODERATE     028         037         

                                           STANDING              SLIGHT       028         037         

                                           BENDING TO FLOOR      MODERATE     028         037         

                                           WALKING ON FLAT       SLIGHT       028         037         

                                           GETTING IN & OUT OF   MODERATE     028         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       028         037         

                                           PUTTING ON SOCKS      MODERATE     028         037         

                                           RISING FROM BED       MODERATE     028         037         

                                           TAKING OFF SOCKS      SLIGHT       028         037         

                                           LYING IN BED          MODERATE     028         037         

                                           SITTING               MODERATE     028         037         

                                           TOILETING             SLIGHT       028         037         

                                           GETTING ON OR OFF     MODERATE     028         037         

                                           BATH                                                      



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  081       078              Placebo       WEEK 3 (V5)      CTB       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                           WEEK 4 (V6)      CTB       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

  082       080              Placebo       BASELINE         TMS       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  081       078              Placebo       HEAVY DOMESTIC WORK   MODERATE     028         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       028         037         

                                           WALKING               SLIGHT       007         037         

                                           STAIR CLIMBING        SLIGHT       007         037         

                                           NOCTURNAL             SLIGHT       007         037         

                                           REST                  SLIGHT       007         037         

                                           WEIGHT BEARING        SEVERE       007         037         

                                           MORNING STIFFNESS     SLIGHT       001         037         

                                           STIFFNESS IN THE      NONE         001         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   MODERATE     029         037         

                                           STANDING              MODERATE     029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       SLIGHT       029         037         

                                           GETTING IN & OUT OF   MODERATE     029         037         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       029         037         

                                           PUTTING ON SOCKS      MODERATE     029         037         

                                           RISING FROM BED       SLIGHT       029         037         

                                           TAKING OFF SOCKS      MODERATE     029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               MODERATE     029         037         

                                           TOILETING             MODERATE     029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                                                                                      

  082       080              Placebo       WALKING               SLIGHT       006         035         

                                           STAIR CLIMBING        MODERATE     006         035         

                                           NOCTURNAL             SLIGHT       006         035         

                                           REST                  SLIGHT       006         035         

                                           WEIGHT BEARING        SLIGHT       006         035         

                                           MORNING STIFFNESS     SLIGHT       002         035         

                                           STIFFNESS IN THE      SLIGHT       002         035         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         035         

                                           ASCENDING STAIRS      MODERATE     027         035        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  082       080              Placebo       BASELINE         TMS       06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                                                                                                                  

                                                                      06OCT2010                    YES                            

                                                                      06OCT2010                    YES                            

                                           SCREENING        TMS       28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  082       080              Placebo       RISING FROM SITTING   MODERATE     027         035         

                                           STANDING              MODERATE     027         035         

                                           BENDING TO FLOOR      MODERATE     027         035         

                                           WALKING ON FLAT       SLIGHT       027         035         

                                           GETTING IN & OUT OF   MODERATE     027         035         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         035         

                                           PUTTING ON SOCKS      SLIGHT       027         035         

                                           RISING FROM BED       MODERATE     027         035         

                                           TAKING OFF SOCKS      MODERATE     027         035         

                                           LYING IN BED          SLIGHT       027         035         

                                           SITTING               SLIGHT       027         035         

                                           TOILETING             MODERATE     027         035         

                                           GETTING ON OR OFF     MODERATE     027         035         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         035         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         035         

                                           WALKING               SLIGHT       007         034         

                                           STAIR CLIMBING        MODERATE     007         034         

                                           NOCTURNAL             SLIGHT       007         034         

                                           REST                  SLIGHT       007         034         

                                           WEIGHT BEARING        MODERATE     007         034         

                                           MORNING STIFFNESS     SLIGHT       002         034         

                                           STIFFNESS IN THE      SLIGHT       002         034         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       025         034         

                                           ASCENDING STAIRS      MODERATE     025         034         

                                           RISING FROM SITTING   SLIGHT       025         034         

                                           STANDING              SLIGHT       025         034         

                                           BENDING TO FLOOR      MODERATE     025         034         

                                           WALKING ON FLAT       SLIGHT       025         034         

                                           GETTING IN & OUT OF   MODERATE     025         034         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       025         034         

                                           PUTTING ON SOCKS      MODERATE     025         034         

                                           RISING FROM BED       SLIGHT       025         034         

                                           TAKING OFF SOCKS      SLIGHT       025         034         

                                           LYING IN BED          SLIGHT       025         034         

                                           SITTING               SLIGHT       025         034         

                                           TOILETING             SEVERE       025         034        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  082       080              Placebo       SCREENING        TMS       28SEP2010                    YES                            

                                                                                                                                  

                                                                      28SEP2010                    YES                            

                                                                      28SEP2010                    YES                            

                                           WEEK 1 (V3)      TMS       13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                                                                                                                  

                                                                      13OCT2010                    YES                            

                                                                      13OCT2010                    YES                            

                                           WEEK 2 (V4)      TMS       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      20OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  082       080              Placebo       GETTING ON OR OFF     MODERATE     025         034         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     025         034         

                                           LIGHT DOMESTIC WORK   SLIGHT       025         034         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     SLIGHT       002         036         

                                           STIFFNESS IN THE      SLIGHT       002         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036         

                                           ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              MODERATE     027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       SLIGHT       027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      MODERATE     027         036         

                                           RISING FROM BED       MODERATE     027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     SLIGHT       027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               SLIGHT       007         036         

                                           STAIR CLIMBING        MODERATE     007         036         

                                           NOCTURNAL             SLIGHT       007         036         

                                           REST                  SLIGHT       007         036         

                                           WEIGHT BEARING        MODERATE     007         036         

                                           MORNING STIFFNESS     SLIGHT       002         036         

                                           STIFFNESS IN THE      SLIGHT       002         036         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     SLIGHT       027         036        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  082       080              Placebo       WEEK 2 (V4)      TMS       20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                                                                                                                  

                                                                      20OCT2010                    YES                            

                                                                      20OCT2010                    YES                            

                                           WEEK 3 (V5)      TMS       27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                           



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  082       080              Placebo       ASCENDING STAIRS      MODERATE     027         036         

                                           RISING FROM SITTING   MODERATE     027         036         

                                           STANDING              SLIGHT       027         036         

                                           BENDING TO FLOOR      MODERATE     027         036         

                                           WALKING ON FLAT       SLIGHT       027         036         

                                           GETTING IN & OUT OF   MODERATE     027         036         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       027         036         

                                           PUTTING ON SOCKS      MODERATE     027         036         

                                           RISING FROM BED       MODERATE     027         036         

                                           TAKING OFF SOCKS      SLIGHT       027         036         

                                           LYING IN BED          SLIGHT       027         036         

                                           SITTING               MODERATE     027         036         

                                           TOILETING             MODERATE     027         036         

                                           GETTING ON OR OFF     MODERATE     027         036         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     027         036         

                                           LIGHT DOMESTIC WORK   SLIGHT       027         036         

                                           WALKING               SLIGHT       007         039         

                                           STAIR CLIMBING        MODERATE     007         039         

                                           NOCTURNAL             SLIGHT       007         039         

                                           REST                  SLIGHT       007         039         

                                           WEIGHT BEARING        MODERATE     007         039         

                                           MORNING STIFFNESS     SLIGHT       002         039         

                                           STIFFNESS IN THE      SLIGHT       002         039         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     030         039         

                                           ASCENDING STAIRS      SLIGHT       030         039         

                                           RISING FROM SITTING   MODERATE     030         039         

                                           STANDING              MODERATE     030         039         

                                           BENDING TO FLOOR      MODERATE     030         039         

                                           WALKING ON FLAT       SLIGHT       030         039         

                                           GETTING IN & OUT OF   MODERATE     030         039         

                                           CAR                                                        

                                           GOING SHOPPING        SLIGHT       030         039         

                                           PUTTING ON SOCKS      MODERATE     030         039         

                                           RISING FROM BED       MODERATE     030         039         

                                           TAKING OFF SOCKS      MODERATE     030         039         

                                           LYING IN BED          SLIGHT       030         039         

                                           SITTING               MODERATE     030         039         

                                           TOILETING             SEVERE       030         039        



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                   Was the womac index            

  Patient   Randomization                                   Subject   Date of     If not           questionnaire completed by     

  number    number           Treatment     Visit name       initials  visit       applicable       the subject                    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  082       080              Placebo       WEEK 3 (V5)      TMS       27OCT2010                    YES                            

                                                                                                                                  

                                                                      27OCT2010                    YES                            

                                                                      27OCT2010                    YES                            

                                           WEEK 4 (V6)      TMS       02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                  

                                                                      02NOV2010                    YES                            

                                                                      02NOV2010                    YES                            

                                                                                                                                 



MA-CT-10-002 

16.2.6.2 LISTING OF WOMAC INDEX QUESTIONNAIRE FOR HIP AND KNEE OA BY PATIENT 

 

                                                                                                      

  Patient   Randomization                                                                 Total       

  number    number           Treatment     Parameter             Score        Sub total   score       

  --------------------------------------------------------------------------------------------------- 

                                                                                                      

  082       080              Placebo       GETTING ON OR OFF     MODERATE     030         039         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     030         039         

                                           LIGHT DOMESTIC WORK   SLIGHT       030         039         

                                           WALKING               SLIGHT       006         037         

                                           STAIR CLIMBING        MODERATE     006         037         

                                           NOCTURNAL             SLIGHT       006         037         

                                           REST                  SLIGHT       006         037         

                                           WEIGHT BEARING        SLIGHT       006         037         

                                           MORNING STIFFNESS     SLIGHT       002         037         

                                           STIFFNESS IN THE      SLIGHT       002         037         

                                           LATER PART OF THE                                          

                                           DAY                                                        

                                           DESCENDING STAIRS     MODERATE     029         037         

                                           ASCENDING STAIRS      MODERATE     029         037         

                                           RISING FROM SITTING   MODERATE     029         037         

                                           STANDING              SLIGHT       029         037         

                                           BENDING TO FLOOR      MODERATE     029         037         

                                           WALKING ON FLAT       SLIGHT       029         037         

                                           GETTING IN & OUT OF   MODERATE     029         037         

                                           CAR                                                        

                                           GOING SHOPPING        MODERATE     029         037         

                                           PUTTING ON SOCKS      SLIGHT       029         037         

                                           RISING FROM BED       MODERATE     029         037         

                                           TAKING OFF SOCKS      MODERATE     029         037         

                                           LYING IN BED          SLIGHT       029         037         

                                           SITTING               MODERATE     029         037         

                                           TOILETING             MODERATE     029         037         

                                           GETTING ON OR OFF     MODERATE     029         037         

                                           BATH                                                       

                                           HEAVY DOMESTIC WORK   MODERATE     029         037         

                                           LIGHT DOMESTIC WORK   SLIGHT       029         037         

                                                                                                      



 
 
 
 
 
 
 
 

APPENDIX 16.2.6.3 
 

SF-36 Quality of Life Questionnaire 
 

 
 
 
 
 
 
 
 
 
 
 



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       BASELINE      N-V       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     N-V       14JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   N-V       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   N-V       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   N-V       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY TRUE                

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   N-V       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  001       007              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  002       005              Arthronat     BASELINE      AVK       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     AVK       14JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   AVK       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   AVK       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   AVK       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  002       005              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DEFINITELY TRUE                

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  002       005              Arthronat     WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVK       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  002       005              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  003       003              Placebo       BASELINE      C-K       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     C-K       14JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   C-K       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   C-K       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   C-K       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  003       003              Placebo       Compared to one year ago, how   SOMEWHAT BETTER NOW THAN ONE   

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT BETTER NOW THAN ONE   

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT BETTER NOW THAN ONE   

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY TRUE                

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  003       003              Placebo       WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   C-K       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  003       003              Placebo       During the past 4 weeks, how    MOST OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    MOST OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    MOST OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  004       004              Placebo       BASELINE      R-P       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     R-P       14JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   R-P       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   R-P       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   R-P       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  004       004              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          NONE OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  004       004              Placebo       WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   R-P       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  004       004              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  005       006              Arthronat     BASELINE      PVT       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     PVT       14JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   PVT       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   PVT       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   PVT       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  005       006              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY FALSE               

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       NONE OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       NONE OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   NONE OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   NONE OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  005       006              Arthronat     WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PVT       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  005       006              Arthronat     During the past 4 weeks, how    MOST OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    ALL OF THE TIME                

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  006       009              Arthronat     BASELINE      RJV       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     RJV       15JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   RJV       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   RJV       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   RJV       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  006       009              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  006       009              Arthronat     WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RJV       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  006       009              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  007       001              Placebo       BASELINE      VNJ       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VNJ       15JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VNJ       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VNJ       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VNJ       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  007       001              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  007       001              Placebo       WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VNJ       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  007       001              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  008       008              Arthronat     BASELINE      MAN       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MAN       15JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MAN       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MAN       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MAN       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  008       008              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  008       008              Arthronat     WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MAN       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  008       008              Arthronat     During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  009       010              Arthronat     BASELINE      SRG       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SRG       15JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SRG       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SRG       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SRG       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  009       010              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    NONE OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  009       010              Arthronat     WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRG       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  009       010              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  010       002              Placebo       BASELINE      KTB       23JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     KTB       15JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   KTB       30JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   KTB       06AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   KTB       13AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  010       002              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   VERY MILD                      

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  010       002              Placebo       WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KTB       21AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  010       002              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  011       016              Placebo       BASELINE      VDT       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VDT       19JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VDT       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VDT       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VDT       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  011       016              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  011       016              Placebo       WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VDT       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  011       016              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  012       011              Arthronat     BASELINE      LTS       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LTS       19JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LTS       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LTS       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LTS       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  012       011              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  012       011              Arthronat     WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LTS       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  012       011              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  013       014              Placebo       BASELINE      MKM       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MKM       19JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MKM       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MKM       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MKM       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  013       014              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT BETTER NOW THAN ONE   

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           EXTREMELY                      

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  013       014              Placebo       WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKM       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  013       014              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  014       013              Arthronat     BASELINE      GRP       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GRP       20JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GRP       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GRP       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GRP       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  014       013              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  014       013              Arthronat     WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRP       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  014       013              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  015       012              Placebo       BASELINE      MRC       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MRC       20JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MRC       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MRC       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MRC       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  015       012              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           A LITTLE BIT                   

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  015       012              Placebo       WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MRC       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  015       012              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  016       015              Arthronat     BASELINE      RST       28JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     RST       20JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   RST       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   RST       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   RST       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  016       015              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  016       015              Arthronat     WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RST       25AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  016       015              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  018       026              Arthronat     BASELINE      IPL       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     IPL       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   IPL       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   IPL       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   IPL       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  018       026              Arthronat     Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY TRUE                    

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  018       026              Arthronat     WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IPL       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  018       026              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  019       018              Arthronat     BASELINE      BRP       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BRP       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BRP       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BRP       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BRP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  019       018              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  019       018              Arthronat     WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  019       018              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  020       027              Arthronat     BASELINE      MKA       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MKA       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MKA       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MKA       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MKA       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  020       027              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  020       027              Arthronat     WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MKA       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  020       027              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  021       023              Arthronat     BASELINE      VAS       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VAS       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VAS       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VAS       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VAS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  021       023              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  021       023              Arthronat     WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  021       023              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  022       024              Arthronat     BASELINE      LAS       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LAS       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LAS       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LAS       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LAS       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  022       024              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  022       024              Arthronat     WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LAS       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  022       024              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  023       022              Placebo       BASELINE      DVH       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     DVH       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   DVH       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   DVH       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   DVH       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  023       022              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   DVH       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  023       022              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  024       020              Arthronat     BASELINE      JYM       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     JYM       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   JYM       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   JYM       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   JYM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  024       020              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  024       020              Arthronat     WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JYM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  024       020              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  025       017              Placebo       BASELINE      LKM       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LKM       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LKM       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LKM       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LKM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  025       017              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  025       017              Placebo       WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LKM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  025       017              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  026       021              Placebo       BASELINE      REV       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     REV       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   REV       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   REV       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   REV       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  026       021              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  026       021              Placebo       WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   REV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  026       021              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  027       025              Placebo       BASELINE      UMP       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     UMP       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   UMP       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   UMP       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   UMP       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  027       025              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  027       025              Placebo       WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMP       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  027       025              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  028       019              Placebo       BASELINE      RMV       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     RMV       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   RMV       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   RMV       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   RMV       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  028       019              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  028       019              Placebo       WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RMV       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  028       019              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  029       029              Placebo       BASELINE      BRM       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BRM       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BRM       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BRM       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BRM       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  029       029              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Emotional problems interfered   NOT AT ALL                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  029       029              Placebo       WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BRM       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  029       029              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  030       028              Arthronat     BASELINE      SKG       04AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SKG       27JUL2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SKG       11AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SKG       18AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SKG       25AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  030       028              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  030       028              Arthronat     WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKG       01SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  030       028              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  031       031              Arthronat     BASELINE      MDV       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MDV       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MDV       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MDV       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MDV       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  031       031              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          NONE OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  031       031              Arthronat     WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MDV       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  031       031              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  032       032              Placebo       BASELINE      BTR       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BTR       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BTR       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BTR       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BTR       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  032       032              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  032       032              Placebo       WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BTR       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  032       032              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  033       039              Arthronat     BASELINE      GRM       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GRM       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GRM       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GRM       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GRM       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  033       039              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  033       039              Arthronat     WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  033       039              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  034       040              Arthronat     BASELINE      RGM       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     RGM       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   RGM       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   RGM       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   RGM       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  034       040              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  034       040              Arthronat     WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  034       040              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  035       038              Placebo       BASELINE      UKV       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     UKV       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   UKV       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   UKV       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   UKV       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  035       038              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  035       038              Placebo       WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UKV       03SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  035       038              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  036       033              Arthronat     BASELINE      IDM       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     IDM       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   IDM       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   IDM       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   IDM       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  036       033              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  036       033              Arthronat     WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   IDM       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  036       033              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  037       037              Arthronat     BASELINE      GSN       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GSN       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GSN       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GSN       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GSN       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  037       037              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  037       037              Arthronat     WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSN       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  037       037              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  038       035              Placebo       BASELINE      API       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     API       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   API       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   API       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   API       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  038       035              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  038       035              Placebo       WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   API       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  038       035              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  039       034              Placebo       BASELINE      MHS       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MHS       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MHS       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MHS       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MHS       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  039       034              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  039       034              Placebo       WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MHS       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  039       034              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  040       036              Placebo       BASELINE      MNJ       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MNJ       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MNJ       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MNJ       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MNJ       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  040       036              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  040       036              Placebo       WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNJ       07SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  040       036              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  041       030              Placebo       BASELINE      UMS       10AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     UMS       02AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   UMS       17AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   UMS       24AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   UMS       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  041       030              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    NO,NOT LIMITED AT ALL          

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     NO,NOT LIMITED AT ALL          

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          NO,NOT LIMITED AT ALL          

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        NO,NOT LIMITED AT ALL          

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  041       030              Placebo       WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   UMS       07AUG2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  041       030              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  042       050              Arthronat     BASELINE      VKC       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VKC       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VKC       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VKC       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VKC       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  042       050              Arthronat     Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  042       050              Arthronat     WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VKC       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  042       050              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  043       052              Arthronat     BASELINE      GMS       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GMS       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GMS       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GMS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GMS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  043       052              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  043       052              Arthronat     WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  043       052              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  045       043              Arthronat     BASELINE      AVS       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     AVS       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   AVS       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   AVS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   AVS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  045       043              Arthronat     Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AVS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  045       043              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  046       053              Placebo       BASELINE      BGD       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BGD       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BGD       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BGD       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BGD       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  046       053              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  046       053              Placebo       WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BGD       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  046       053              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  047       054              Arthronat     BASELINE      BSK       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BSK       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BSK       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BSK       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BSK       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  047       054              Arthronat     Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  047       054              Arthronat     WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BSK       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  047       054              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  048       055              Placebo       BASELINE      JIL       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     JIL       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   JIL       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   JIL       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   JIL       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  048       055              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  048       055              Placebo       WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JIL       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  048       055              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  049       056              Arthronat     BASELINE      MNM       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     MNM       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   MNM       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   MNM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   MNM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  049       056              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  049       056              Arthronat     WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   MNM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  049       056              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  050       046              Arthronat     BASELINE      VEM       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VEM       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VEM       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VEM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VEM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  050       046              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  050       046              Arthronat     WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VEM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  050       046              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  051       049              Placebo       BASELINE      NTR       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     NTR       31AUG2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   NTR       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   NTR       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   NTR       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  051       049              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       NONE OF THE TIME               

                                           Have you been a very nervous    ALL OF THE TIME                

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    ALL OF THE TIME                

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             ALL OF THE TIME                

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  051       049              Placebo       WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NTR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  051       049              Placebo       During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  052       048              Placebo       BASELINE      LVT       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LVT       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LVT       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LVT       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LVT       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  052       048              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    NONE OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   NONE OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  052       048              Placebo       WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LVT       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  052       048              Placebo       During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  053       047              Placebo       BASELINE      RGS       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     RGS       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   RGS       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   RGS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   RGS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  053       047              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY FALSE               

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          ALL OF THE TIME                

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   ALL OF THE TIME                

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  053       047              Placebo       WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   RGS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  053       047              Placebo       During the past 4 weeks, how    ALL OF THE TIME                

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  054       042              Arthronat     BASELINE      GOW       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GOW       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GOW       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GOW       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GOW       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  054       042              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  054       042              Arthronat     WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GOW       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  054       042              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  055       041              Placebo       BASELINE      SKR       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SKR       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SKR       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SKR       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SKR       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  055       041              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    NO,NOT LIMITED AT ALL          

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  055       041              Placebo       WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SKR       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  055       041              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  056       051              Arthronat     BASELINE      TIM       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     TIM       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   TIM       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   TIM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   TIM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  056       051              Arthronat     Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  056       051              Arthronat     WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TIM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  056       051              Arthronat     During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  057       044              Placebo       BASELINE      BMM       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     BMM       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   BMM       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   BMM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   BMM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  057       044              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  057       044              Placebo       WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   BMM       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  057       044              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  058       045              Arthronat     BASELINE      LMS       13SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LMS       02SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LMS       20SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LMS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LMS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  058       045              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  058       045              Arthronat     WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMS       11OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  058       045              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  059       066              Placebo       BASELINE      NRP       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     NRP       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   NRP       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   NRP       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   NRP       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  059       066              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  059       066              Placebo       WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NRP       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  059       066              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  060       071              Arthronat     BASELINE      NET       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     NET       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   NET       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   NET       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   NET       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  060       071              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   ALL OF THE TIME                

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   ALL OF THE TIME                

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   ALL OF THE TIME                

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  060       071              Arthronat     WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NET       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  060       071              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    NONE OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  061       057              Placebo       BASELINE      PTM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     PTM       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   PTM       04SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   PTM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   PTM       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  061       057              Placebo       Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   MUST WORSE THAN ONE YEAR AGE   

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       POOR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   SEVERE                         

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    MOST OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  061       057              Placebo       WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  061       057              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  062       063              Placebo       BASELINE      VRS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRS       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VRS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VRS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VRS       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  062       063              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LITTLE           

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  062       063              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  063       070              Placebo       BASELINE      KSM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     KSM       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   KSM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   KSM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   KSM       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  063       070              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  063       070              Placebo       WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   KSM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  063       070              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  064       073              Placebo       BASELINE      LMN       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     LMN       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   LMN       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   LMN       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   LMN       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  064       073              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY FALSE               

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  064       073              Placebo       WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   LMN       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  064       073              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    MOST OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  065       067              Placebo       BASELINE      JMR       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     JMR       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   JMR       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   JMR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   JMR       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  065       067              Placebo       Compared to one year ago, how   SOMEWHAT BETTER NOW THAN ONE   

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  065       067              Placebo       WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JMR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  065       067              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  066       059              Placebo       BASELINE      INR       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     INR       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   INR       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   INR       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   INR       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  066       059              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY TRUE                    

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   INR       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  066       059              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  067       075              Placebo       BASELINE      GSV       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GSV       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GSV       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GSV       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GSV       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  067       075              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                       

                                           I am as healthy as anybody I    DEFINITELY TRUE                

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   ALL OF THE TIME                

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  067       075              Placebo       WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GSV       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  067       075              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  068       061              Placebo       BASELINE      CNM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     CNM       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   CNM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   CNM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   CNM       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  068       061              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  068       061              Placebo       WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CNM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  068       061              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  069       072              Arthronat     BASELINE      SVG       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SVG       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SVG       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SVG       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SVG       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  069       072              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   NO,NOT LIMITED AT ALL          

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  069       072              Arthronat     WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVG       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  069       072              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  070       068              Arthronat     BASELINE      GRS       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GRS       14SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GRS       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GRS       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GRS       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  070       068              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  070       068              Arthronat     WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GRS       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  070       068              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  071       065              Arthronat     BASELINE      SRD       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SRD       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SRD       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SRD       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SRD       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  071       065              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  071       065              Arthronat     WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SRD       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  071       065              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  072       060              Arthronat     BASELINE      VRN       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  072       060              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LITTLE           

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          GENERAL HEALTH                 

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          PAIN                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          ENERGY AND EMOTIONS:           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  072       060              Arthronat     SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     VRN       16SEP2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   VRN       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   VRN       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   VRN       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   VRN       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  072       060              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                                                                                         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     BASELINE      PTM       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     PTM       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   PTM       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   PTM       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   PTM       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  073       062              Arthronat     WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PTM       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  073       062              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  074       058              Placebo       BASELINE      GDC       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     GDC       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   GDC       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   GDC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   GDC       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  074       058              Placebo       Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A LITTLE BIT OF THE TIME       

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  074       058              Placebo       WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   GDC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  074       058              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  075       064              Arthronat     BASELINE      SVC       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     SVC       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   SVC       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   SVC       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   SVC       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  075       064              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           MODERATELY                     

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  075       064              Arthronat     WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   SVC       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  075       064              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  076       069              Arthronat     BASELINE      JPA       27SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     JPA       16SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   JPA       04OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   JPA       11OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   JPA       18OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  076       069              Arthronat     Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY TRUE                    

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                                                           A LITTLE BIT                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A LITTLE BIT OF THE TIME       

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A LITTLE BIT OF THE TIME       

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  076       069              Arthronat     WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   JPA       25OCT2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  076       069              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  077       074              Arthronat     BASELINE      NYR       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     NYR       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   NYR       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   NYR       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   NYR       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  077       074              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LOT              

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LOT              

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  077       074              Arthronat     WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   NYR       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  077       074              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  078       079              Arthronat     BASELINE      PRS       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     PRS       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   PRS       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   PRS       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   PRS       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  078       079              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       GOOD                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LITTLE           

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   MOST OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  078       079              Arthronat     WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  078       079              Arthronat     During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  079       077              Arthronat     BASELINE      PRM       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     PRM       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   PRM       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   PRM       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   PRM       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  079       077              Arthronat     Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LOT              

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SEVERE                         

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A LITTLE BIT OF THE TIME       

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A LITTLE BIT OF THE TIME       

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A LITTLE BIT OF THE TIME       

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  079       077              Arthronat     WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   PRM       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  079       077              Arthronat     During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  080       076              Placebo       BASELINE      AML       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     AML       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   AML       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   AML       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   AML       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  080       076              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LOT              

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   YES,LIMITED A LITTLE           

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY FALSE                   

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DEFINITELY FALSE               

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DONT KNOW                      

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               NO,NOT LIMITED AT ALL          

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          MOST OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             SOME OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             SOME OF THE TIME              



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  080       076              Placebo       WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   AML       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  080       076              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  081       078              Placebo       BASELINE      CTB       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     CTB       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   CTB       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   CTB       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   CTB       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  081       078              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   ABOUT THE SAME                 

                                           would you rate your health in                                  

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       MOSTLY TRUE                    

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DEFINITELY FALSE               

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LOT              

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     NO                             

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   NO                             

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      NO                             

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     NO                             

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         NO                             

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           QUITE A BIT                    

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           A LITTLE BIT                   

                                                                           QUITE A BIT                    

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A LITTLE BIT OF THE TIME       

                                           peaceful?                                                      

                                           Did you feel full of pep?       MOST OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          MOST OF THE TIME               

                                           Have you been a happy person?   MOST OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  081       078              Placebo       WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   CTB       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  081       078              Placebo       During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  082       080              Placebo       BASELINE      TMS       06OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           SCREENING     TMS       28SEP2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 1 (V3)   TMS       13OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 2 (V4)   TMS       20OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 3 (V5)   TMS       27OCT2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

                                                                                                          

  082       080              Placebo       Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           Compared to one year ago, how   SOMEWHAT WORSE NOW THAN ONE    

                                           would you rate your health in   YEAR AGO                       

                                           general now?                                                   

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           In general, would you say       FAIR                           

                                           your health is:                                                

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LOT              

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LOT              

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  NO,NOT LIMITED AT ALL          

                                           Vigorous activities, such as    YES,LIMITED A LOT              

                                           running, lifting heavy                                         

                                           objects, participating in                                      

                                           strenuous sports.                                              

                                           Moderate activities, such as    YES,LIMITED A LITTLE           

                                           moving a table, pushing a                                      

                                           vacuum cleaner, bowling, or                                    

                                           playing golf                                                   

                                           Lifting or carrying groceries   NO,NOT LIMITED AT ALL          

                                           Climbing several flights of     YES,LIMITED A LOT              

                                           stairs                                                         

                                           Climbing one flight of stairs   YES,LIMITED A LITTLE           

                                           Bending, kneeling, or stooping  YES,LIMITED A LITTLE           

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          DONT KNOW                      

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                      



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          GENERAL HEALTH                 

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES     



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY TRUE                    

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY FALSE                   

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     MOSTLY FALSE                   

                                           easier than other people                                       

                                           I am as healthy as anybody I    DONT KNOW                      

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           I seem to get sick a little     DONT KNOW                      

                                           easier than other people                                       

                                           I am as healthy as anybody I    MOSTLY TRUE                    

                                           know                                                           

                                           I expect my health to get       DEFINITELY FALSE               

                                           worse                                                          

                                           My health is excellent          MOSTLY FALSE                   

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LITTLE           

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL         



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          LIMITATIONS OF ACTIVITIES      

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    NO,NOT LIMITED AT ALL          

                                           Walking more than a mile        YES,LIMITED A LOT              

                                           Walking several blocks          YES,LIMITED A LOT              

                                           Walking one block               YES,LIMITED A LITTLE           

                                           Bathing or dressing yourself    YES,LIMITED A LITTLE           

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PHYSICAL HEALTH PROBLEMS       

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Were limited in the kind of     YES                            

                                           work or other activities                                       

                                           Had difficulty performing the   YES                            

                                           work or other activities (for                                  

                                           example, it took extra effort)                                 

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                    



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          EMOTIONAL HEALTH PROBLEMS      

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Cut down the amount of time     YES                            

                                           you spent on work or other                                     

                                           activities                                                     

                                           Accomplished less than you      YES                            

                                           would like                                                     

                                           Didn¿t do work or other         YES                            

                                           activities as carefully as                                     

                                           usual                                                          

                                           Emotional problems interfered   SLIGHTLY                       

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          PAIN                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                           Emotional problems interfered   MODERATELY                     

                                           with your normal social                                        

                                           activities with family,                                        

                                           friends, neighbors, or groups?                                 

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                                                           QUITE A BIT                    

                                                                           MODERATELY                     

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MILD                           

                                           had during the past 4 weeks?                                   

                                           How much bodily pain have you   MODERATE                       

                                           had during the past 4 weeks?                                   

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    SOME OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                        

                                           Have you felt so down in the    MOST OF THE TIME               

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          A GOOD BIT OF THE TIME         

                                           peaceful?                                                      

                                           Did you feel full of pep?       SOME OF THE TIME               

                                           Have you been a very nervous    A GOOD BIT OF THE TIME         

                                           person?                                                        

                                           Have you felt so down in the    A LITTLE BIT OF THE TIME       

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you feel full of pep?       A GOOD BIT OF THE TIME         

                                           Have you been a very nervous    SOME OF THE TIME               

                                           person?                                                       



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          ENERGY AND EMOTIONS:          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       Have you felt so down in the    A GOOD BIT OF THE TIME         

                                           dumps that nothing could                                       

                                           cheer you up?                                                  

                                           Have you felt calm and          SOME OF THE TIME               

                                           peaceful?                                                      

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   SOME OF THE TIME               

                                           Have you felt downhearted and   A GOOD BIT OF THE TIME         

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A LITTLE BIT OF THE TIME       

                                           Have you felt downhearted and   MOST OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             A GOOD BIT OF THE TIME         

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          A GOOD BIT OF THE TIME         

                                           Have you been a happy person?   SOME OF THE TIME               

                                           Did you feel tired?             MOST OF THE TIME               

                                           Did you have a lot of energy?   A GOOD BIT OF THE TIME         

                                           Have you felt downhearted and   SOME OF THE TIME               

                                           blue?                                                          

                                           Did you feel worn out?          SOME OF THE TIME               

                                           Have you been a happy person?   A GOOD BIT OF THE TIME         

                                           Did you feel tired?             A GOOD BIT OF THE TIME        



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  082       080              Placebo       WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                           WEEK 4 (V6)   TMS       02NOV2010   YES                          SOCIAL ACTIVITIES              

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 

                                                                                                          

  082       080              Placebo       During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    A LITTLE BIT OF THE TIME       

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                              

                                           During the past 4 weeks, how    SOME OF THE TIME               

                                           much of the time has your                                      

                                           physical health or emotional                                   

                                           problems interfered with your                                  

                                           social activities (like                                        

                                           visiting with friends,                                         

                                           relatives, etc.)?                                             



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                               Subject          If no                                      

  Patient   Randomization                                Subject   Date of     completed        specify                                    

  number    number           Treatment     Visit name    initials  visit       SF-36 QOL        reason      SF-36 QOL categories           

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.6.3 LISTING OF SF-36 QUALITY OF LIFE QUESTIONNAIRE BY SUBJECT 

 

                                                                                                          

  Patient   Randomization                                                                                 

  number    number           Treatment     Health related questions        Response                       

  ------------------------------------------------------------------------------------------------------- 
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16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  001      007            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  002      005            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  002      005            Arthronat     WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  003      003            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  003      003            Placebo       WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  004      004            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  004      004            Placebo       WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  005      006            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  005      006            Arthronat     WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  006      009            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  006      009            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  007      001            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  007      001            Placebo       WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  008      008            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  008      008            Arthronat     WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  009      010            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  009      010            Arthronat     WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  010      002            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  010      002            Placebo       WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  011      016            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  011      016            Placebo       WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  012      011            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                              
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16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  012      011            Arthronat     WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  013      014            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  014      013            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  015      012            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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                                                      OMERACT -                                                                       
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  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  015      012            Placebo       WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  016      015            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              
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  016      015            Arthronat     WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  018      026            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 
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  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  018      026            Arthronat     WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  019      018            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  019      018            Arthronat     WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  020      027            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              
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                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  020      027            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  021      023            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  021      023            Arthronat     WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  022      024            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  022      024            Arthronat     WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  023      022            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              
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  023      022            Placebo       WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  024      020            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  024      020            Arthronat     WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  025      017            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  025      017            Placebo       WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  026      021            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  026      021            Placebo       WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  027      025            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  028      019            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  029      029            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  029      029            Placebo       WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  030      028            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  030      028            Arthronat     WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  031      031            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 
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  Patient  Randomization                              Index       Specify reason if                                                   
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  031      031            Arthronat     WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  032      032            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  032      032            Placebo       WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  033      039            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  033      039            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  034      040            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 
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  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  034      040            Arthronat     WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  035      038            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  035      038            Placebo       WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  036      033            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  036      033            Arthronat     WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  037      037            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  037      037            Arthronat     WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  038      035            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  038      035            Placebo       WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  039      034            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  039      034            Placebo       WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  040      036            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                     



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  041      030            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  042      050            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  042      050            Arthronat     WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  043      052            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  043      052            Arthronat     WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  045      043            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  045      043            Arthronat     WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  046      053            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  046      053            Placebo       WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  047      054            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  047      054            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  048      055            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  048      055            Placebo       WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  049      056            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  049      056            Arthronat     WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  050      046            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  050      046            Arthronat     WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  051      049            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  051      049            Placebo       WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  052      048            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  052      048            Placebo       WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  053      047            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  053      047            Placebo       WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  054      042            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                     



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  055      041            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  056      051            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  056      051            Arthronat     WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  057      044            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  057      044            Placebo       WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  058      045            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  058      045            Arthronat     WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  059      066            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  059      066            Placebo       WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  060      071            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  060      071            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  061      057            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  061      057            Placebo       WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  062      063            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  062      063            Placebo       WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  063      070            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  063      070            Placebo       WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  064      073            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  064      073            Placebo       WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  065      067            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  065      067            Placebo       WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  066      059            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              
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                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  066      059            Placebo       WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  067      075            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  
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                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  068      061            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  069      072            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        
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  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  069      072            Arthronat     WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  070      068            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  070      068            Arthronat     WEEK 1 (V3)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  071      065            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  071      065            Arthronat     WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  072      060            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  072      060            Arthronat     WEEK 2 (V4)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  073      062            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  073      062            Arthronat     WEEK 2 (V4)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  074      058            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  074      058            Placebo       WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  075      064            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  075      064            Arthronat     WEEK 3 (V5)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  076      069            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  076      069            Arthronat     WEEK 3 (V5)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  077      074            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                 



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  077      074            Arthronat     WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  078      079            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  078      079            Arthronat     WEEK 4 (V6)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  079      077            Arthronat     WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                              



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  079      077            Arthronat     WEEK 4 (V6)   YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  080      076            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN       YES      

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF            

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE                  

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%            

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                     



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  081      078            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   NO       

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                                                                                                                      

  082      080            Placebo       WEEK 1 (V3)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                        



MA-CT-10-002 

16.2.6.4 LISTING OF OMERACT - OARSI RESPONDER INDEX BY PATIENT 

 

                                                      OMERACT -                                                                       

                                                      OARSI                                                                           

  Patient  Randomization                              Index       Specify reason if                                                   

  number   number         Treatment     Visit name    assessed    not assessed          Details if assessed                  Response 

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  082      080            Placebo       WEEK 1 (V3)   YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   NO       

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         YES      

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 2 (V4)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 3 (V5)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  

                                        WEEK 4 (V6)   YES                               HIGH IMPROVEMENT IN PAIN OR IN                

                                                                                        FUNCTION >=50% AND ABSOLUTE CHANGE            

                                                                                        >= 20                                         

                                                      YES                               PAIN >= 20% AND ABSOLUTE CHANGE OF   YES      

                                                                                        >= 10                                         

                                                      YES                               FUNCTION >= 20% AND ABSOLUTE         NO       

                                                                                        CHANGE OF >= 10                               

                                                      YES                               PATIENT'S GLOBAL ASSESSMENT >= 20%   YES      

                                                                                        AND ABSOLUTE CHANGE OF >= 10                  
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MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  001      007            Placebo       SCREENING     YES                               14JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          015                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          015                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          015                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          015                  

                                        WEEK 4 (V6)   NO               LAST VISIT.      21AUG2010              015                  

                                                                                                                                    

  002      005            Arthronat     SCREENING     YES                               14JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          003                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          000                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          000                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          000                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              000                  

                                                                                                                                    

  003      003            Placebo       SCREENING     YES                               14JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          014                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          014                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          009                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          005                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              005                  

                                                                                                                                    

  004      004            Placebo       SCREENING     YES                               14JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          015                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          008                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          015                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              015                  

                                                                                                                                    

  005      006            Arthronat     SCREENING     YES                               14JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          005                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          004                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          006                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              006                  

                                                                                                                                    

  006      009            Arthronat     SCREENING     YES                               15JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          001                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          015                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          013                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          015                 
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16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  001      007            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         000                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  002      005            Arthronat     SCREENING                                                                          

                                        BASELINE                            012                   NA                       

                                        WEEK 1 (V3)                         015                   NA                       

                                        WEEK 2 (V4)                         015                   NA                       

                                        WEEK 3 (V5)                         015                   NA                       

                                        WEEK 4 (V6)                         015                   NA                       

                                                                                                                           

  003      003            Placebo       SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         001                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  004      004            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  005      006            Arthronat     SCREENING                                                                          

                                        BASELINE                            010                   NA                       

                                        WEEK 1 (V3)                         011                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  006      009            Arthronat     SCREENING                                                                          

                                        BASELINE                            014                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         002                   NA                       

                                        WEEK 3 (V5)                         000                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  001      007            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  002      005            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  003      003            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  004      004            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  005      006            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  006      009            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  006      009            Arthronat     WEEK 4 (V6)   NO               IT IS LAST       21AUG2010              015                  

                                                                       VISIT.                                                       

                                                                                                                                    

  007      001            Placebo       SCREENING     YES                               15JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          015                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          015                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          015                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          015                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              015                  

                                                                                                                                    

  008      008            Arthronat     SCREENING     YES                               15JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          001                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          008                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          015                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          015                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              015                  

                                                                                                                                    

  009      010            Arthronat     SCREENING     YES                               15JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          000                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          000                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          002                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          002                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              002                  

                                                                                                                                    

  010      002            Placebo       SCREENING     YES                               15JUL2010  NA                               

                                        BASELINE      YES                               23JUL2010  NA          015                  

                                        WEEK 1 (V3)   YES                               30JUL2010  NA          006                  

                                        WEEK 2 (V4)   YES                               06AUG2010  NA          014                  

                                        WEEK 3 (V5)   YES                               13AUG2010  NA          005                  

                                        WEEK 4 (V6)   NO               LAST VISIT       21AUG2010              013                  

                                                                                                                                    

  011      016            Placebo       SCREENING     YES                               19JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          013                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          015                  

                                        WEEK 2 (V4)   YES                               11AUG2010  NA          014                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25AUG2010              015                  

                                                                                                                                    

  012      011            Arthronat     SCREENING     YES                               19JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          012                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          012                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  006      009            Arthronat     WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

                                                                                                                           

  007      001            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         000                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  008      008            Arthronat     SCREENING                                                                          

                                        BASELINE                            014                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         000                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  009      010            Arthronat     SCREENING                                                                          

                                        BASELINE                            015                   NA                       

                                        WEEK 1 (V3)                         015                   NA                       

                                        WEEK 2 (V4)                         013                   NA                       

                                        WEEK 3 (V5)                         013                   NA                       

                                        WEEK 4 (V6)                         013                   NA                       

                                                                                                                           

  010      002            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         001                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         002                   NA                       

                                                                                                                           

  011      016            Placebo       SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         001                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  012      011            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         003                   NA                      
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16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  006      009            Arthronat     WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

                                                                                                                     

  007      001            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  008      008            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  009      010            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  010      002            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  011      016            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  012      011            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA        
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16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  012      011            Arthronat     WEEK 2 (V4)   YES                               11AUG2010  NA          012                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          009                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25AUG2010              009                  

                                                                                                                                    

  013      014            Placebo       SCREENING     YES                               19JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          015                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          015                  

                                        WEEK 2 (V4)   YES                               11AUG2010  NA          015                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          015                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25AUG2010              015                  

                                                                                                                                    

  014      013            Arthronat     SCREENING     YES                               20JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          012                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          015                  

                                        WEEK 2 (V4)   YES                               11AUG2010  NA          013                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25AUG2010              013                  

                                                                                                                                    

  015      012            Placebo       SCREENING     YES                               20JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          002                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          007                  

                                        WEEK 2 (V4)   YES                               11AUG2010  NA          003                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          003                  

                                        WEEK 4 (V6)   NO               LAST VISIT,      25AUG2010              012                  

                                                                       HENCE RESCUE                                                 

                                                                       MEDICATION NOT                                               

                                                                       DISPENSED                                                    

                                                                                                                                    

  016      015            Arthronat     SCREENING     YES                               20JUL2010  NA                               

                                        BASELINE      YES                               28JUL2010  NA          007                  

                                        WEEK 1 (V3)   YES                               04AUG2010  NA          010                  

                                        WEEK 2 (V4)   YES                               11AUG2010  NA          006                  

                                        WEEK 3 (V5)   YES                               18AUG2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25AUG2010              006                  

                                                                                                                                    

  018      026            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          009                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          006                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              006                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  012      011            Arthronat     WEEK 2 (V4)                         003                   NA                       

                                        WEEK 3 (V5)                         006                   NA                       

                                        WEEK 4 (V6)                         006                   NA                       

                                                                                                                           

  013      014            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         000                   NA                       

                                        WEEK 4 (V6)                         000                   NA                       

                                                                                                                           

  014      013            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         000                   NA                       

                                        WEEK 2 (V4)                         002                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         002                   NA                       

                                                                                                                           

  015      012            Placebo       SCREENING                                                                          

                                        BASELINE                            013                   NA                       

                                        WEEK 1 (V3)                         008                   NA                       

                                        WEEK 2 (V4)                         012                   NA                       

                                        WEEK 3 (V5)                         012                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

                                                                                                                           

                                                                                                                           

                                                                                                                           

  016      015            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         005                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  018      026            Arthronat     SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         009                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  012      011            Arthronat     WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  013      014            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  014      013            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  015      012            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

                                                                                                                     

                                                                                                                     

                                                                                                                     

  016      015            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  018      026            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA            



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

                                                                                                                                    

  019      018            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          007                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          003                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          007                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  020      027            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          014                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT,      01SEP2010              006                  

                                                                       HENCE RESCUE                                                 

                                                                       MEDICATION NOT                                               

                                                                       DISPENSED                                                    

                                                                                                                                    

  021      023            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          010                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          008                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          009                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          005                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  022      024            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          012                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          010                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          006                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  023      022            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          006                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          004                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          006                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              014                  

                                                                                                                                    

  024      020            Arthronat     SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          015                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

                                                                                                                           

  019      018            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         012                   NA                       

                                        WEEK 2 (V4)                         008                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  020      027            Arthronat     SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         001                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

                                                                                                                           

                                                                                                                           

                                                                                                                           

  021      023            Arthronat     SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  022      024            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         005                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         011                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  023      022            Placebo       SCREENING                                                                          

                                        BASELINE                            009                   NA                       

                                        WEEK 1 (V3)                         011                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         001                   NA                       

                                                                                                                           

  024      020            Arthronat     SCREENING                                                                          

                                        BASELINE                            000                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

                                                                                                                     

  019      018            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  020      027            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

                                                                                                                     

                                                                                                                     

                                                                                                                     

  021      023            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  022      024            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  023      022            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  024      020            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  024      020            Arthronat     WEEK 1 (V3)   YES                               11AUG2010  NA          013                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          014                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  025      017            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          013                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          013                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          011                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  026      021            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          012                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          013                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          013                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          011                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  027      025            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          012                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          010                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          008                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          009                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              010                  

                                                                                                                                    

  028      019            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          014                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          009                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          005                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              012                  

                                                                                                                                    

  029      029            Placebo       SCREENING     YES                               27JUL2010  NA                               

                                        BASELINE      YES                               04AUG2010  NA          013                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          012                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          013                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              012                  

                                                                                                                                    

  030      028            Arthronat     SCREENING     YES                               27JUL2010  NA                              



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  024      020            Arthronat     WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         001                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  025      017            Placebo       SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         004                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  026      021            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         002                   NA                       

                                        WEEK 3 (V5)                         004                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  027      025            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         005                   NA                       

                                        WEEK 2 (V4)                         007                   NA                       

                                        WEEK 3 (V5)                         006                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  028      019            Placebo       SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

  029      029            Placebo       SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         002                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

  030      028            Arthronat     SCREENING                                                                         



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  024      020            Arthronat     WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  025      017            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  026      021            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  027      025            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  028      019            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  029      029            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  030      028            Arthronat     SCREENING                                                         NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  030      028            Arthronat     BASELINE      YES                               04AUG2010  NA          010                  

                                        WEEK 1 (V3)   YES                               11AUG2010  NA          008                  

                                        WEEK 2 (V4)   YES                               18AUG2010  NA          005                  

                                        WEEK 3 (V5)   YES                               25AUG2010  NA          012                  

                                        WEEK 4 (V6)   NO               LAST VISIT       01SEP2010              011                  

                                                                                                                                    

  031      031            Arthronat     SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          012                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          005                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          005                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              005                  

                                                                                                                                    

  032      032            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          012                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          011                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              010                  

                                                                                                                                    

  033      039            Arthronat     SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          009                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          006                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          008                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              010                  

                                                                                                                                    

  034      040            Arthronat     SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          005                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              007                  

                                                                                                                                    

  035      038            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          009                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              008                  

                                                                                                                                   



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  030      028            Arthronat     BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         003                   NA                       

                                        WEEK 4 (V6)                         004                   NA                       

                                                                                                                           

  031      031            Arthronat     SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  032      032            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         004                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  033      039            Arthronat     SCREENING                                                                          

                                        BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         007                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  034      040            Arthronat     SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         008                   NA                       

                                                                                                                           

  035      038            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                          



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  030      028            Arthronat     BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  031      031            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  032      032            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  033      039            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  034      040            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  035      038            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                    



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  036      033            Arthronat     SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          011                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          009                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              007                  

                                                                                                                                    

  037      037            Arthronat     SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          010                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          005                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          009                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              006                  

                                                                                                                                    

  038      035            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          010                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          008                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          009                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              008                  

                                                                                                                                    

  039      034            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          005                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          005                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          007                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              006                  

                                                                                                                                    

  040      036            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          012                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          007                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              012                  

                                                                                                                                    

  041      030            Placebo       SCREENING     YES                               02AUG2010  NA                               

                                        BASELINE      YES                               10AUG2010  NA          015                  

                                        WEEK 1 (V3)   YES                               17AUG2010  NA          008                  

                                        WEEK 2 (V4)   YES                               24AUG2010  NA          010                  

                                        WEEK 3 (V5)   YES                               31AUG2010  NA          009                  

                                        WEEK 4 (V6)   NO               LAST VISIT       07SEP2010              006                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  036      033            Arthronat     SCREENING                                                                          

                                        BASELINE                            004                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         008                   NA                       

                                                                                                                           

  037      037            Arthronat     SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         006                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  038      035            Placebo       SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  039      034            Placebo       SCREENING                                                                          

                                        BASELINE                            010                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         008                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  040      036            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         008                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

  041      030            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         006                   NA                       

                                        WEEK 4 (V6)                         009                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  036      033            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  037      037            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  038      035            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  039      034            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  040      036            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  041      030            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA            



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

                                                                                                                                    

  042      050            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          013                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          012                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              009                  

                                                                                                                                    

  043      052            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          014                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          012                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              004                  

                                                                                                                                    

  045      043            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          012                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              008                  

                                                                                                                                    

  046      053            Placebo       SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          015                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          013                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          014                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          011                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              013                  

                                                                                                                                    

  047      054            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          010                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          011                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          009                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              006                  

                                                                                                                                    

  048      055            Placebo       SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          015                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          013                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          014                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          012                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

                                                                                                                           

  042      050            Arthronat     SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         006                   NA                       

                                                                                                                           

  043      052            Arthronat     SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         011                   NA                       

                                                                                                                           

  045      043            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  046      053            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         001                   NA                       

                                        WEEK 3 (V5)                         004                   NA                       

                                        WEEK 4 (V6)                         002                   NA                       

                                                                                                                           

  047      054            Arthronat     SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         004                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  048      055            Placebo       SCREENING                                                                          

                                        BASELINE                            000                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         001                   NA                       

                                        WEEK 3 (V5)                         003                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

                                                                                                                     

  042      050            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  043      052            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  045      043            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  046      053            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  047      054            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  048      055            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  048      055            Placebo       WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              010                  

                                                                                                                                    

  049      056            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          011                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          009                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              006                  

                                                                                                                                    

  050      046            Arthronat     SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          009                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              005                  

                                                                                                                                    

  051      049            Placebo       SCREENING     YES                               31AUG2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          014                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          012                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          011                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          012                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              010                  

                                                                                                                                    

  052      048            Placebo       SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          014                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          010                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          012                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              011                  

                                                                                                                                    

  053      047            Placebo       SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          013                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          011                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              009                  

                                                                                                                                    

  054      042            Arthronat     SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          013                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          010                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          009                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  048      055            Placebo       WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  049      056            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         004                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  050      046            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  051      049            Placebo       SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         004                   NA                       

                                        WEEK 3 (V5)                         003                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  052      048            Placebo       SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         005                   NA                       

                                        WEEK 2 (V4)                         003                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         004                   NA                       

                                                                                                                           

  053      047            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         004                   NA                       

                                        WEEK 4 (V6)                         006                   NA                       

                                                                                                                           

  054      042            Arthronat     SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         005                   NA                       

                                        WEEK 2 (V4)                         006                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  048      055            Placebo       WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  049      056            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  050      046            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  051      049            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  052      048            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  053      047            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  054      042            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  054      042            Arthronat     WEEK 3 (V5)   YES                               04OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              006                  

                                                                                                                                    

  055      041            Placebo       SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          011                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          013                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          012                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          014                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              011                  

                                                                                                                                    

  056      051            Arthronat     SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          008                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          010                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              005                  

                                                                                                                                    

  057      044            Placebo       SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          011                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          012                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          013                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              010                  

                                                                                                                                    

  058      045            Arthronat     SCREENING     YES                               02SEP2010  NA                               

                                        BASELINE      YES                               13SEP2010  NA          008                  

                                        WEEK 1 (V3)   YES                               20SEP2010  NA          006                  

                                        WEEK 2 (V4)   YES                               27SEP2010  NA          007                  

                                        WEEK 3 (V5)   YES                               04OCT2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       11OCT2010              005                  

                                                                                                                                    

  059      066            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          013                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          011                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          009                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  060      071            Arthronat     SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          014                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          010                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  054      042            Arthronat     WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  055      041            Placebo       SCREENING                                                                          

                                        BASELINE                            004                   NA                       

                                        WEEK 1 (V3)                         002                   NA                       

                                        WEEK 2 (V4)                         003                   NA                       

                                        WEEK 3 (V5)                         001                   NA                       

                                        WEEK 4 (V6)                         004                   NA                       

                                                                                                                           

  056      051            Arthronat     SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  057      044            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         004                   NA                       

                                        WEEK 2 (V4)                         003                   NA                       

                                        WEEK 3 (V5)                         002                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  058      045            Arthronat     SCREENING                                                                          

                                        BASELINE                            007                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         008                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  059      066            Placebo       SCREENING                                                                          

                                        BASELINE                            002                   NA                       

                                        WEEK 1 (V3)                         004                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  060      071            Arthronat     SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         005                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  054      042            Arthronat     WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  055      041            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  056      051            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  057      044            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  058      045            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  059      066            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  060      071            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  060      071            Arthronat     WEEK 2 (V4)   YES                               11OCT2010  NA          009                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              006                  

                                                                                                                                    

  061      057            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          014                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          012                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          010                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          011                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              010                  

                                                                                                                                    

  062      063            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          012                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          011                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          010                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              009                  

                                                                                                                                    

  063      070            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          008                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          007                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          004                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          005                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  064      073            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          008                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          006                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              010                  

                                                                                                                                    

  065      067            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          009                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          009                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          010                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              012                  

                                                                                                                                    

  066      059            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          008                 



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  060      071            Arthronat     WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  061      057            Placebo       SCREENING                                                                          

                                        BASELINE                            001                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         004                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  062      063            Placebo       SCREENING                                                                          

                                        BASELINE                            003                   NA                       

                                        WEEK 1 (V3)                         004                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         006                   NA                       

                                                                                                                           

  063      070            Placebo       SCREENING                                                                          

                                        BASELINE                            007                   NA                       

                                        WEEK 1 (V3)                         008                   NA                       

                                        WEEK 2 (V4)                         011                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  064      073            Placebo       SCREENING                                                                          

                                        BASELINE                            007                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

  065      067            Placebo       SCREENING                                                                          

                                        BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         003                   NA                       

                                                                                                                           

  066      059            Placebo       SCREENING                                                                          

                                        BASELINE                            007                   NA                      



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  060      071            Arthronat     WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  061      057            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  062      063            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  063      070            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  064      073            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   002                   NA                        NA             

                                                                                                                     

  065      067            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  066      059            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  066      059            Placebo       WEEK 1 (V3)   YES                               04OCT2010  NA          009                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          009                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              011                  

                                                                                                                                    

  067      075            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          010                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          009                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          008                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              010                  

                                                                                                                                    

  068      061            Placebo       SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          009                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          009                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              007                  

                                                                                                                                    

  069      072            Arthronat     SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          007                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          005                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              004                  

                                                                                                                                    

  070      068            Arthronat     SCREENING     YES                               14SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          006                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          005                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              004                  

                                                                                                                                    

  071      065            Arthronat     SCREENING     YES                               16SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          007                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          005                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          004                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          003                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              003                  

                                                                                                                                    

  072      060            Arthronat     SCREENING     YES                               16SEP2010  NA                              



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  066      059            Placebo       WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         004                   NA                       

                                                                                                                           

  067      075            Placebo       SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         003                   NA                       

                                        WEEK 2 (V4)                         007                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         005                   NA                       

                                                                                                                           

  068      061            Placebo       SCREENING                                                                          

                                        BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         006                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         006                   NA                       

                                                                                                                           

  069      072            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         008                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         011                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  070      068            Arthronat     SCREENING                                                                          

                                        BASELINE                            009                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         011                   NA                       

                                                                                                                           

  071      065            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         011                   NA                       

                                        WEEK 3 (V5)                         012                   NA                       

                                        WEEK 4 (V6)                         012                   NA                       

                                                                                                                           

  072      060            Arthronat     SCREENING                                                                         



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  066      059            Placebo       WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   002                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  067      075            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   003                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  068      061            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   002                   NA                        NA             

                                                                                                                     

  069      072            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   002                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   002                   NA                        NA             

                                                                                                                     

  070      068            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   001                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   002                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  071      065            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  072      060            Arthronat     SCREENING                                                         NA        



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  072      060            Arthronat     BASELINE      YES                               27SEP2010  NA          009                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          010                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          009                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  073      062            Arthronat     SCREENING     YES                               16SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          005                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          006                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          006                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  074      058            Placebo       SCREENING     YES                               16SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          009                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          007                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          010                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          008                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  075      064            Arthronat     SCREENING     YES                               16SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          009                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          009                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          006                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              008                  

                                                                                                                                    

  076      069            Arthronat     SCREENING     YES                               16SEP2010  NA                               

                                        BASELINE      YES                               27SEP2010  NA          010                  

                                        WEEK 1 (V3)   YES                               04OCT2010  NA          007                  

                                        WEEK 2 (V4)   YES                               11OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               18OCT2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       25OCT2010              004                  

                                                                                                                                    

  077      074            Arthronat     SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          008                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          007                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010              004                  

                                                                                                                                   



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  072      060            Arthronat     BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         005                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  073      062            Arthronat     SCREENING                                                                          

                                        BASELINE                            010                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  074      058            Placebo       SCREENING                                                                          

                                        BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         008                   NA                       

                                        WEEK 2 (V4)                         000                   NA                       

                                        WEEK 3 (V5)                         007                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  075      064            Arthronat     SCREENING                                                                          

                                        BASELINE                            006                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         008                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         007                   NA                       

                                                                                                                           

  076      069            Arthronat     SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         006                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         009                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  077      074            Arthronat     SCREENING                                                                          

                                        BASELINE                            007                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         008                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         011                   NA                       

                                                                                                                          



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  072      060            Arthronat     BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   001                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  073      062            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  074      058            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   005                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  075      064            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   002                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  076      069            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   002                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   002                   NA                        NA  NA         

                                        WEEK 4 (V6)   002                   NA                        NA             

                                                                                                                     

  077      074            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                    



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                      Rescue                                                   Total number of      

                                                      medications                                              Paracetamol          

  Patient  Randomization                              dispensed to     Specify reason              If not      consumed from prior  

  number   number         Treatment     Visit name    subject          if not           Date       applicable  visit                

  --------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                    

  078      079            Arthronat     SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          007                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          006                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          006                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010              004                  

                                                                                                                                    

  079      077            Arthronat     SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          007                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          005                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          004                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          002                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010              002                  

                                                                                                                                    

  080      076            Placebo       SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          007                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          005                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          005                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          004                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010              004                  

                                                                                                                                    

  081      078            Placebo       SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          009                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          008                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010  NA          006                  

                                                                                                                                    

  082      080            Placebo       SCREENING     YES                               28SEP2010  NA                               

                                        BASELINE      YES                               06OCT2010  NA          010                  

                                        WEEK 1 (V3)   YES                               13OCT2010  NA          008                  

                                        WEEK 2 (V4)   YES                               20OCT2010  NA          010                  

                                        WEEK 3 (V5)   YES                               27OCT2010  NA          007                  

                                        WEEK 4 (V6)   NO               LAST VISIT       02NOV2010              007                  

                                                                                                                                   



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                            Total number of                                

                                                      Total number of       Paracetamol               Total number of      

  Patient  Randomization                              Ibuprofen consumed    returned from prior       Ibuprofen returned   

  number   number         Treatment     Visit name    from prior visit      visit                 NA  from prior visit     

  ------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                           

  078      079            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         009                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         011                   NA                       

                                        WEEK 4 (V6)                         009                   NA                       

                                                                                                                           

  079      077            Arthronat     SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         009                   NA                       

                                        WEEK 3 (V5)                         010                   NA                       

                                        WEEK 4 (V6)                         013                   NA                       

                                                                                                                           

  080      076            Placebo       SCREENING                                                                          

                                        BASELINE                            008                   NA                       

                                        WEEK 1 (V3)                         010                   NA                       

                                        WEEK 2 (V4)                         010                   NA                       

                                        WEEK 3 (V5)                         011                   NA                       

                                        WEEK 4 (V6)                         010                   NA                       

                                                                                                                           

  081      078            Placebo       SCREENING                                                                          

                                        BASELINE                            004                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         008                   NA                       

                                                                                                                           

  082      080            Placebo       SCREENING                                                                          

                                        BASELINE                            005                   NA                       

                                        WEEK 1 (V3)                         007                   NA                       

                                        WEEK 2 (V4)                         005                   NA                       

                                        WEEK 3 (V5)                         008                   NA                       

                                        WEEK 4 (V6)                         008                   NA                       

                                                                                                                          



MA-CT-10-002 

16.2.6.5 LISTING OF RESCUE MEDICATIONS RETRIEVAL AND DISPENSING BY PATIENT 

 

                                                                                                                     

                                                      Total number of           Total number of                      

  Patient  Randomization                              Paracetamol lost      NA  Ibuprofen lost from       If not     

  number   number         Treatment     Visit name    from prior visit          prior visit           NA  applicable 

  ------------------------------------------------------------------------------------------------------------------ 

                                                                                                                     

  078      079            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   002                   NA                        NA             

                                                                                                                     

  079      077            Arthronat     SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   002                   NA                        NA  NA         

                                        WEEK 3 (V5)   003                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             

                                                                                                                     

  080      076            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   001                   NA                        NA             

                                                                                                                     

  081      078            Placebo       SCREENING                                                         NA         

                                        BASELINE      002                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   002                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   001                   NA                        NA  NA         

                                                                                                                     

  082      080            Placebo       SCREENING                                                         NA         

                                        BASELINE      000                   NA                        NA  NA         

                                        WEEK 1 (V3)   000                   NA                        NA  NA         

                                        WEEK 2 (V4)   000                   NA                        NA  NA         

                                        WEEK 3 (V5)   000                   NA                        NA  NA         

                                        WEEK 4 (V6)   000                   NA                        NA             
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MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  001       007              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  002       005              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  GOOD - MILD SYMPTOMS AND NO        06AUG2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  003       003              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  003       003              Placebo       BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  004       004              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  005       006              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  005       006              Arthronat     WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  006       009              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         15JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  007       001              Placebo       SCREENING     YES                                  GOOD - MILD SYMPTOMS AND NO        15JUL2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  007       001              Placebo       WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  008       008              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         15JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  009       010              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         15JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  009       010              Arthronat     WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  010       002              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         15JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         23JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         30JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         06AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         13AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         21AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  011       016              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         19JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  POOR - SEVERE SYMPTOMS AND         28JUL2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  011       016              Placebo       WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  012       011              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         19JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         28JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  GOOD - MILD SYMPTOMS AND NO        18AUG2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 4 (V6)   YES                                  GOOD - MILD SYMPTOMS AND NO        25AUG2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                                                                                                                            

  013       014              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         19JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         28JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  014       013              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         20JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         28JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  015       012              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         20JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         28JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  016       015              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         20JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  016       015              Arthronat     BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         28JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  GOOD - MILD SYMPTOMS AND NO        11AUG2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 3 (V5)   YES                                  GOOD - MILD SYMPTOMS AND NO        18AUG2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  018       026              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  POOR - SEVERE SYMPTOMS AND         04AUG2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  019       018              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  019       018              Arthronat     WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  020       027              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  021       023              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                                                     25AUG2010 



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  021       023              Arthronat     WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  022       024              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  023       022              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  024       020              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  025       017              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  026       021              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  026       021              Placebo       BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  027       025              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  028       019              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  028       019              Placebo       WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  029       029              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  030       028              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         27JUL2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         04AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         11AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  030       028              Arthronat     WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         18AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         25AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         01SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  031       031              Arthronat     SCREENING     YES                                  POOR - SEVERE SYMPTOMS AND         02AUG2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  032       032              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                                                     17AUG2010  

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  032       032              Placebo       WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  033       039              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  034       040              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                                                     24AUG2010  

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  035       038              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         03SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  036       033              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  037       037              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  037       037              Arthronat     BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  038       035              Placebo       SCREENING     YES                                  POOR - SEVERE SYMPTOMS AND         02AUG2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           BASELINE      YES                                  POOR - SEVERE SYMPTOMS AND         10AUG2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           WEEK 1 (V3)   YES                                  POOR - SEVERE SYMPTOMS AND         17AUG2010  

                                                                                              INABILITY TO CARRY OUT MOST                   

                                                                                              NORMAL ACTIVITIES                             

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  039       034              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  039       034              Placebo       WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  040       036              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  041       030              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         10AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         17AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  041       030              Placebo       WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         24AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         07AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  042       050              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  043       052              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  043       052              Arthronat     WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  045       043              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  046       053              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  046       053              Placebo       WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  047       054              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  048       055              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  049       056              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  050       046              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  051       049              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         31AUG2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  051       049              Placebo       BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  052       048              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  053       047              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  053       047              Placebo       WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  054       042              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  055       041              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  055       041              Placebo       WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  056       051              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  057       044              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  057       044              Placebo       WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  058       045              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         02SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         13SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         20SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  059       066              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  059       066              Placebo       WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  060       071              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  061       057              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  062       063              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  063       070              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  GOOD - MILD SYMPTOMS AND NO        11OCT2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  064       073              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  064       073              Placebo       BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  065       067              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  066       059              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  066       059              Placebo       WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  067       075              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  GOOD - MILD SYMPTOMS AND NO        04OCT2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  068       061              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  068       061              Placebo       WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  069       072              Arthronat     SCREENING     YES                                  GOOD - MILD SYMPTOMS AND NO        14SEP2010  

                                                                                              LIMITATIONS OF NORMAL ACTIVITIES              

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  070       068              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         14SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  070       068              Arthronat     WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  071       065              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  072       060              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  072       060              Arthronat     WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  073       062              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  074       058              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                           



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  075       064              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  076       069              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         16SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         27SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         04OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         11OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         18OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         25OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  077       074              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  077       074              Arthronat     BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  078       079              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  079       077              Arthronat     SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  079       077              Arthronat     WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  080       076              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  081       078              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                   



MA-CT-10-002 

16.2.6.6 LISTING OF PATIENT GLOBAL ASSESSMENT FOR OA BY PATIENT 

 

                                                         Subject global                                                                     

  Patient   Randomization                                assessment for OA     If no,                                            Date of    

  number    number           Treatment     Visit name    completed             reason         Patient global assessment of OA    visit      

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  081       078              Placebo       WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                                                                                                                            

  082       080              Placebo       SCREENING     YES                                  FAIR-MODERATE SYMPTOMS AND         28SEP2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           BASELINE      YES                                  FAIR-MODERATE SYMPTOMS AND         06OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 1 (V3)   YES                                  FAIR-MODERATE SYMPTOMS AND         13OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 2 (V4)   YES                                  FAIR-MODERATE SYMPTOMS AND         20OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 3 (V5)   YES                                  FAIR-MODERATE SYMPTOMS AND         27OCT2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    

                                           WEEK 4 (V6)   YES                                  FAIR-MODERATE SYMPTOMS AND         02NOV2010  

                                                                                              LIMITATIONS OF SOME NORMAL                    

                                                                                              ACTIVITIES                                    
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MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  001      007            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  002      005            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  003      003            ADVERSE       Placebo       YES           WEEK 1 (V3)      24JUL2010   25JUL2010             MODERATE   RECOVERED  

                          EVENTS                                                                                                             

                                                                                                                                             

  004      004            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  005      006            ADVERSE       Arthronat     YES           WEEK 1 (V3)      23JUL2010   25JUL2010             MODERATE   RECOVERED  

                          EVENTS                                                                                                             

                                                                                                                                             

  006      009            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  007      001            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  008      008            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  009      010            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  010      002            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  011      016            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  012      011            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  013      014            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  014      013            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  001      007            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  002      005            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  003      003            ADVERSE       Placebo       Concomitant           POSSIBLE                       DIARRHOEA     LOOSE STOOLS    

                          EVENTS                      medication                                                                         

                                                                                                                                         

  004      004            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  005      006            ADVERSE       Arthronat     Concomitant           POSSIBLE                       DIARRHOEA     LOOSE STOOLS    

                          EVENTS                      medication                                                                         

                                                                                                                                         

  006      009            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  007      001            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  008      008            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  009      010            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  010      002            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  011      016            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  012      011            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  013      014            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  014      013            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

  001      007            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  002      005            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  003      003            ADVERSE       Placebo       GASTROINTESTINAL    16963521                      

                          EVENTS                      DISORDERS                                         

                                                                                                        

  004      004            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  005      006            ADVERSE       Arthronat     GASTROINTESTINAL    16963521                      

                          EVENTS                      DISORDERS                                         

                                                                                                        

  006      009            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  007      001            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  008      008            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  009      010            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  010      002            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  011      016            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  012      011            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  013      014            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  014      013            ADVERSE       Arthronat                                                       

                          EVENTS                                                                       



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

                                                                                                                                             

  015      012            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  016      015            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  018      026            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  019      018            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  020      027            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  021      023            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  022      024            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  023      022            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  024      020            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  025      017            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  026      021            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  027      025            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  028      019            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

                                                                                                                                         

  015      012            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  016      015            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  018      026            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  019      018            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  020      027            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  021      023            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  022      024            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  023      022            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  024      020            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  025      017            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  026      021            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  027      025            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  028      019            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

                                                                                                        

  015      012            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  016      015            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  018      026            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  019      018            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  020      027            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  021      023            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  022      024            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  023      022            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  024      020            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  025      017            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  026      021            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  027      025            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  028      019            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                       



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  029      029            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  030      028            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  031      031            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  032      032            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  033      039            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  034      040            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  035      038            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  036      033            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  037      037            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  038      035            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  039      034            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  040      036            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  041      030            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  042      050            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  029      029            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  030      028            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  031      031            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  032      032            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  033      039            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  034      040            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  035      038            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  036      033            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  037      037            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  038      035            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  039      034            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  040      036            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  041      030            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  042      050            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

  029      029            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  030      028            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  031      031            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  032      032            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  033      039            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  034      040            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  035      038            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  036      033            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  037      037            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  038      035            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  039      034            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  040      036            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  041      030            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  042      050            ADVERSE       Arthronat                                                       

                          EVENTS                                                                       



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

                                                                                                                                             

  043      052            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  045      043            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  046      053            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  047      054            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  048      055            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  049      056            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  050      046            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  051      049            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  052      048            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  053      047            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  054      042            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  055      041            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  056      051            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

                                                                                                                                         

  043      052            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  045      043            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  046      053            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  047      054            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  048      055            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  049      056            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  050      046            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  051      049            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  052      048            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  053      047            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  054      042            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  055      041            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  056      051            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

                                                                                                        

  043      052            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  045      043            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  046      053            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  047      054            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  048      055            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  049      056            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  050      046            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  051      049            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  052      048            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  053      047            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  054      042            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  055      041            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  056      051            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                       



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  057      044            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  058      045            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  059      066            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  060      071            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  061      057            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  062      063            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  063      070            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  064      073            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  065      067            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  066      059            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  067      075            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  068      061            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  069      072            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  070      068            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  057      044            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  058      045            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  059      066            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  060      071            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  061      057            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  062      063            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  063      070            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  064      073            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  065      067            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  066      059            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  067      075            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  068      061            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  069      072            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  070      068            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

  057      044            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  058      045            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  059      066            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  060      071            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  061      057            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  062      063            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  063      070            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  064      073            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  065      067            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  066      059            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  067      075            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  068      061            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  069      072            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  070      068            ADVERSE       Arthronat                                                       

                          EVENTS                                                                       



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                      Subject                                                                                

                                                      experienced                                                                            

  Patient  Randomization                              any Adverse                                                                            

  number   number         Visit name    Treatment     Event         Visit            Start date  End date    Ongoing   Severity   Outcome    

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

                                                                                                                                             

  071      065            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  072      060            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  073      062            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  074      058            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  075      064            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  076      069            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  077      074            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  078      079            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  079      077            ADVERSE       Arthronat     NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  080      076            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  081      078            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                             

  082      080            ADVERSE       Placebo       NO                                                                                     

                          EVENTS                                                                                                             

                                                                                                                                            



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                                                         

                                                                                                           AE                            

  Patient  Randomization                                                                         SAE       preferred     AE low level    

  number   number         Visit name    Treatment     AE action taken       Relationship  SAE    criteria  term          term            

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

                                                                                                                                         

  071      065            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  072      060            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  073      062            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  074      058            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  075      064            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  076      069            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  077      074            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  078      079            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  079      077            ADVERSE       Arthronat                                                                                        

                          EVENTS                                                                                                         

                                                                                                                                         

  080      076            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  081      078            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                         

  082      080            ADVERSE       Placebo                                                                                          

                          EVENTS                                                                                                         

                                                                                                                                        



MA-CT-10-002 

16.2.7 LISTING OF ADVERSE EVENTS BY PATIENT 

 

                                                                                                        

                                                                                                        

  Patient  Randomization                              AE system organ     AE low level     Additional   

  number   number         Visit name    Treatment     class               term code        pages used   

  ----------------------------------------------------------------------------------------------------- 

                                                                                                        

                                                                                                        

  071      065            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  072      060            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  073      062            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  074      058            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  075      064            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  076      069            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  077      074            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  078      079            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  079      077            ADVERSE       Arthronat                                                       

                          EVENTS                                                                        

                                                                                                        

  080      076            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  081      078            ADVERSE       Placebo                                                         

                          EVENTS                                                                        

                                                                                                        

  082      080            ADVERSE       Placebo                                                         

                          EVENTS                                                                        
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MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  001       007              Placebo       SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  002       005              Arthronat     SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  003       003              Placebo       SCREENING        YES              14JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo       SCREENING        Haemoglobin (gm %)              12.9        NORMAL                                

                                                            Haematocrit (%)                 33.8        NORMAL                                

                                                            Total WBC Count (cells/cumm)    9900        NORMAL                                

                                                            Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          181000      NORMAL                                

                                                            RBC count (millions/cumm)       3.86        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.6        NORMAL                                

                                                            Haematocrit (%)                 33.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 69          NORMAL                                

                                                            Lymphocytes (%)                 28          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          156000      NORMAL                                

                                                            RBC count (millions/cumm)       3.79        ABNORMAL **NCS                        

                                                                                                                                              

  002       005              Arthronat     SCREENING        Haemoglobin (gm %)              12.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    3800        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   06          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          129000      NORMAL                                

                                                            RBC count (millions/cumm)       3.39        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                                

                                                            Lymphocytes (%)                 43          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       3.43        ABNORMAL **NCS                        

                                                                                                                                              

  003       003              Placebo       SCREENING        Haemoglobin (gm %)              11.9        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  003       003              Placebo       SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  004       004              Placebo       SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  005       006              Arthronat     SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  003       003              Placebo       SCREENING        Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 68          NORMAL                                

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          254000      NORMAL                                

                                                            RBC count (millions/cumm)       3.45        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7500        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 29          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          171000      NORMAL                                

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                                                                                                                              

  004       004              Placebo       SCREENING        Haemoglobin (gm %)              11.8        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4800        NORMAL                                

                                                            Neutrophils (%)                 46          NORMAL                                

                                                            Lymphocytes (%)                 49          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          158000      NORMAL                                

                                                            RBC count (millions/cumm)       3.55        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    9300        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          173000      NORMAL                                

                                                            RBC count (millions/cumm)       3.59        ABNORMAL **NCS                        

                                                                                                                                              

  005       006              Arthronat     SCREENING        Haemoglobin (gm %)              10.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.2        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  005       006              Arthronat     SCREENING        YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                                            YES              14JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  006       009              Arthronat     SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  007       001              Placebo       SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  005       006              Arthronat     SCREENING        Total WBC Count (cells/cumm)    7700        NORMAL                                

                                                            Neutrophils (%)                 53          NORMAL                                

                                                            Lymphocytes (%)                 42          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00                                                

                                                            Platelet Count (/cumm)          231000      NORMAL                                

                                                            RBC count (millions/cumm)       3,020       NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    9600        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          197000      NORMAL                                

                                                            RBC count (millions/cumm)       3.17        ABNORMAL **NCS                        

                                                                                                                                              

  006       009              Arthronat     SCREENING        Haemoglobin (gm %)              10.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          266000      NORMAL                                

                                                            RBC count (millions/cumm)       3.07        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          217000      NORMAL                                

                                                            RBC count (millions/cumm)       3.31        ABNORMAL **NCS                        

                                                                                                                                              

  007       001              Placebo       SCREENING        Haemoglobin (gm %)              13.6        NORMAL                                

                                                            Haematocrit (%)                 33.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900                                             



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  007       001              Placebo       SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  008       008              Arthronat     SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  009       010              Arthronat     SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  007       001              Placebo       SCREENING        Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 07          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          183000      NORMAL                                

                                                            RBC count (millions/cumm)       3.73        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.8        NORMAL                                

                                                            Haematocrit (%)                 34.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          217000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81        ABNORMAL **NCS                        

                                                                                                                                              

  008       008              Arthronat     SCREENING        Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 30.1        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          109000      NORMAL                                

                                                            RBC count (millions/cumm)       3.45        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          172000      NORMAL                                

                                                            RBC count (millions/cumm)       3.51        ABNORMAL **NCS                        

                                                                                                                                              

  009       010              Arthronat     SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6600        NORMAL                                

                                                            Neutrophils (%)                 57          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  009       010              Arthronat     SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                            YES              21AUG2010        NO                                                

                                                                                                                                                

  010       002              Placebo       SCREENING        YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                                            YES              15JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                            YES              21AUG2010                                                          

                                                                                                                                                

  011       016              Placebo       SCREENING        YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  009       010              Arthronat     SCREENING        Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 06          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          158000      NORMAL                                

                                                            RBC count (millions/cumm)       3.46        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    9100        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          193000      NORMAL                                

                                                            RBC count (millions/cumm)       3.49        ABNORMAL **NCS                        

                                                                                                                                              

  010       002              Placebo       SCREENING        Haemoglobin (gm %)              9.1         ABNORMAL **NCS                        

                                                            Haematocrit (%)                 26.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 60          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 07          ABNORMAL **NCS                        

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          163000      NORMAL                                

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              9.6         ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8700        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.87        NORMAL                                

                                                                                                                                              

  011       016              Placebo       SCREENING        Haemoglobin (gm %)              10.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4800        NORMAL                                

                                                            Neutrophils (%)                 68          NORMAL                                

                                                            Lymphocytes (%)                 27          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  011       016              Placebo       SCREENING        YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                            YES              25AUG2010                                                          

                                                                                                                                                

  012       011              Arthronat     SCREENING        YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                                                                                                                

  013       014              Placebo       SCREENING        YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  011       016              Placebo       SCREENING        Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          154000      NORMAL                                

                                                            RBC count (millions/cumm)       3.28        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7500        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          192000      NORMAL                                

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                                                                                                                              

  012       011              Arthronat     SCREENING        Haemoglobin (gm %)              10.4 GM     ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.5%       ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7700        NORMAL                                

                                                            Neutrophils (%)                 67          NORMAL                                

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          235000      NORMAL                                

                                                            RBC count (millions/cumm)       3.16        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7500        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          211000      NORMAL                                

                                                            RBC count (millions/cumm)       3.51        ABNORMAL **NCS                        

                                                                                                                                              

  013       014              Placebo       SCREENING        Haemoglobin (gm %)              16.3        NORMAL                                

                                                            Haematocrit (%)                 40.1        NORMAL                                

                                                            Total WBC Count (cells/cumm)    7700        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  013       014              Placebo       SCREENING        YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                                            YES              19JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                                                                                                                

  014       013              Arthronat     SCREENING        YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                                                                                                                

  015       012              Placebo       SCREENING        YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  013       014              Placebo       SCREENING        Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          221000      NORMAL                                

                                                            RBC count (millions/cumm)       4.35        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              16.2        NORMAL                                

                                                            Haematocrit (%)                 39.8        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       4.31        NORMAL                                

                                                                                                                                              

  014       013              Arthronat     SCREENING        Haemoglobin (gm %)              12.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 73          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 22          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.94        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.8        NORMAL                                

                                                            Haematocrit (%)                 33.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          193000      NORMAL                                

                                                            RBC count (millions/cumm)       3.85        NORMAL                                

                                                                                                                                              

  015       012              Placebo       SCREENING        Haemoglobin (gm %)              16.3        NORMAL                                

                                                            Haematocrit (%)                 40.8        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  015       012              Placebo       SCREENING        YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                                                                                                                

  016       015              Arthronat     SCREENING        YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                                            YES              20JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                            YES              25AUG2010        NO                                                

                                                                                                                                                

  018       026              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  015       012              Placebo       SCREENING        Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          105000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       4.79        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              16.1        NORMAL                                

                                                            Haematocrit (%)                 38.7        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 43          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          153000      NORMAL                                

                                                            RBC count (millions/cumm)       4.81        NORMAL                                

                                                                                                                                              

  016       015              Arthronat     SCREENING        Haemoglobin (gm %)              11.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7700        NORMAL                                

                                                            Neutrophils (%)                 68          NORMAL                                

                                                            Lymphocytes (%)                 24          NORMAL                                

                                                            Eosinophils (%)                 07          ABNORMAL **NCS                        

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          210000      NORMAL                                

                                                            RBC count (millions/cumm)       3.01        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.5        NORMAL                                

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.19        ABNORMAL **NCS                        

                                                                                                                                              

  018       026              Arthronat     SCREENING        Haemoglobin (gm %)              12.7        NORMAL                                

                                                            Haematocrit (%)                 32.4        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 56          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  018       026              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  019       018              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  020       027              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  018       026              Arthronat     SCREENING        Platelet Count (/cumm)          127000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81                                              

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 52%         NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          155000      NORMAL                                

                                                            RBC count (millions/cumm)       3.79        ABNORMAL **NCS                        

                                                                                                                                              

  019       018              Arthronat     SCREENING        Haemoglobin (gm %)              12.5        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7100        NORMAL                                

                                                            Neutrophils (%)                 46          NORMAL                                

                                                            Lymphocytes (%)                 49          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          129000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.77        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 53          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          159000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81        ABNORMAL **NCS                        

                                                                                                                                              

  020       027              Arthronat     SCREENING        Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 31.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 45          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          120000      ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  020       027              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  021       023              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  022       024              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  020       027              Arthronat     SCREENING        RBC count (millions/cumm)       3.57        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.0        NORMAL                                

                                                            Haematocrit (%)                 30.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6300        NORMAL                                

                                                            Neutrophils (%)                 57          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.46        NORMAL                                

                                                                                                                                              

  021       023              Arthronat     SCREENING        Haemoglobin (gm %)              12.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5100        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          160000      NORMAL                                

                                                            RBC count (millions/cumm)       3.44        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.5        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 48          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          183000      NORMAL                                

                                                            RBC count (millions/cumm)       3.59        ABNORMAL **NCS                        

                                                                                                                                              

  022       024              Arthronat     SCREENING        Haemoglobin (gm %)              11.5        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7500        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          169000      NORMAL                                

                                                            RBC count (millions/cumm)       3.50        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  022       024              Arthronat     WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  023       022              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  024       020              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  022       024              Arthronat     WEEK 4 (V6)      Haemoglobin (gm %)              11.7        NORMAL                                

                                                            Haematocrit (%)                 30.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          156000      NORMAL                                

                                                            RBC count (millions/cumm)       3.58        NORMAL                                

                                                                                                                                              

  023       022              Placebo       SCREENING        Haemoglobin (gm %)              13.4        NORMAL                                

                                                            Haematocrit (%)                 32.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7700        NORMAL                                

                                                            Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          124000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.59        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.4        NORMAL                                

                                                            Haematocrit (%)                 32.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8600        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          151000      NORMAL                                

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                                                                                                                              

  024       020              Arthronat     SCREENING        Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6300        NORMAL                                

                                                            Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          170000      NORMAL                                

                                                            RBC count (millions/cumm)       3.34        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.7        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  024       020              Arthronat     WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  025       017              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                                                                                                                

  026       021              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                         



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  024       020              Arthronat     WEEK 4 (V6)      Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          182000      NORMAL                                

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                                                                                                                              

  025       017              Placebo       SCREENING        Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6000        NORMAL                                

                                                            Neutrophils (%)                 52          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          164000      NORMAL                                

                                                            RBC count (millions/cumm)       3.69        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 44          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          216000      NORMAL                                

                                                            RBC count (millions/cumm)       3.72        NORMAL                                

                                                                                                                                              

  026       021              Placebo       SCREENING        Haemoglobin (gm %)              14.0        NORMAL                                

                                                            Haematocrit (%)                 33.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6200        NORMAL                                

                                                            Neutrophils (%)                 60          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          124000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 34.7        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  026       021              Placebo       WEEK 4 (V6)      YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                            YES              01SEP2010                                                          

                                                                                                                                                

  027       025              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  028       019              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  026       021              Placebo       WEEK 4 (V6)      Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          192000      NORMAL                                

                                                            RBC count (millions/cumm)       3.98        NORMAL                                

                                                                                                                                              

  027       025              Placebo       SCREENING        Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 33.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6500        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          129000      NORMAL                                

                                                            RBC count (millions/cumm)       3.65        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.2        NORMAL                                

                                                            Haematocrit (%)                 35.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6300        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 29          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          158000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81        ABNORMAL **NCS                        

                                                                                                                                              

  028       019              Placebo       SCREENING        Haemoglobin (gm %)              13.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          127000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.77        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.5        NORMAL                                

                                                            Haematocrit (%)                 34.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  028       019              Placebo       WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  029       029              Placebo       SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  030       028              Arthronat     SCREENING        YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                                            YES              27JUL2010        NO                                                

                                           WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  028       019              Placebo       WEEK 4 (V6)      Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 28          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          163000      NORMAL                                

                                                            RBC count (millions/cumm)       3.92        ABNORMAL **NCS                        

                                                                                                                                              

  029       029              Placebo       SCREENING        Haemoglobin (gm %)              13.4        NORMAL                                

                                                            Haematocrit (%)                 33.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5300        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          134000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.81        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 48          NORMAL                                

                                                            Lymphocytes (%)                 48          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.87        ABNORMAL **NCS                        

                                                                                                                                              

  030       028              Arthronat     SCREENING        Haemoglobin (gm %)              15.0        NORMAL                                

                                                            Haematocrit (%)                 37.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          91000       ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.93        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.9        NORMAL                                

                                                            Haematocrit (%)                 37.5        NORMAL                                

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  030       028              Arthronat     WEEK 4 (V6)      YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                            YES              01SEP2010        NO                                                

                                                                                                                                                

  031       031              Arthronat     SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  032       032              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  030       028              Arthronat     WEEK 4 (V6)      Lymphocytes (%)                 45          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   60          NORMAL                                

                                                            Platelet Count (/cumm)          163000      NORMAL                                

                                                            RBC count (millions/cumm)       4.12        NORMAL                                

                                                                                                                                              

  031       031              Arthronat     SCREENING        Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 30.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 56          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          197000      NORMAL                                

                                                            RBC count (millions/cumm)       3.17        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.9        NORMAL                                

                                                            Haematocrit (%)                 31.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8400        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          168000      NORMAL                                

                                                            RBC count (millions/cumm)       3.21        ABNORMAL **NCS                        

                                                                                                                                              

  032       032              Placebo       SCREENING        Haemoglobin (gm %)              16.7        NORMAL                                

                                                            Haematocrit (%)                 41.2        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          102000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       4.30        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              16.3        NORMAL                                

                                                            Haematocrit (%)                 40.9        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 47          ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  032       032              Placebo       WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  033       039              Arthronat     SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  034       040              Arthronat     SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  032       032              Placebo       WEEK 4 (V6)      Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          157000      NORMAL                                

                                                            RBC count (millions/cumm)       4.47        NORMAL                                

                                                                                                                                              

  033       039              Arthronat     SCREENING        Haemoglobin (gm %)              12.7        NORMAL                                

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6700        NORMAL                                

                                                            Neutrophils (%)                 44          NORMAL                                

                                                            Lymphocytes (%)                 51          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          230000      NORMAL                                

                                                            RBC count (millions/cumm)       3.57        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 41          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          196000      NORMAL                                

                                                            RBC count (millions/cumm)       3.62        ABNORMAL **NCS                        

                                                                                                                                              

  034       040              Arthronat     SCREENING        Haemoglobin (gm %)              10.8        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4300        NORMAL                                

                                                            Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          185000      NORMAL                                

                                                            RBC count (millions/cumm)       3.11        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.0        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5700        NORMAL                                

                                                            Neutrophils (%)                 55%         NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  034       040              Arthronat     WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  035       038              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  036       033              Arthronat     SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  034       040              Arthronat     WEEK 4 (V6)      Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       3.29        ABNORMAL **NCS                        

                                                                                                                                              

  035       038              Placebo       SCREENING        Haemoglobin (gm %)              12.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.9        NORMAL                                

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 29          NORMAL                                

                                                            Eosinophils (%)                 07          NORMAL                                

                                                            Monocytes (%)                   00          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          173000      NORMAL                                

                                                            RBC count (millions/cumm)       3.32        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 44          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          169000      NORMAL                                

                                                            RBC count (millions/cumm)       3.57        ABNORMAL **NCS                        

                                                                                                                                              

  036       033              Arthronat     SCREENING        Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8200        NORMAL                                

                                                            Neutrophils (%)                 68          NORMAL                                

                                                            Lymphocytes (%)                 26          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       3.29        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8500        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  036       033              Arthronat     WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  037       037              Arthronat     SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  038       035              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  036       033              Arthronat     WEEK 4 (V6)      Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.51        ABNORMAL **NCS                        

                                                                                                                                              

  037       037              Arthronat     SCREENING        Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8300        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 23          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          195000      NORMAL                                

                                                            RBC count (millions/cumm)       3.34        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          216000      NORMAL                                

                                                            RBC count (millions/cumm)       3.42        ABNORMAL **NCS                        

                                                                                                                                              

  038       035              Placebo       SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 47          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          218000      NORMAL                                

                                                            RBC count (millions/cumm)       3.40        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  038       035              Placebo       WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  039       034              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  040       036              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  038       035              Placebo       WEEK 4 (V6)      Platelet Count (/cumm)          187000      NORMAL                                

                                                            RBC count (millions/cumm)       3.54        NORMAL                                

                                                                                                                                              

  039       034              Placebo       SCREENING        Haemoglobin (gm %)              13.8        NORMAL                                

                                                            Haematocrit (%)                 36.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          213000      NORMAL                                

                                                            RBC count (millions/cumm)       3.63        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 36.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5100        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 47          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       3.91        ABNORMAL **NCS                        

                                                                                                                                              

  040       036              Placebo       SCREENING        Haemoglobin (gm %)              15.3        NORMAL                                

                                                            Haematocrit (%)                 36.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6300        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                                

                                                            Lymphocytes (%)                 44          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          157000                                            

                                                            RBC count (millions/cumm)       4.07        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              15.7        NORMAL                                

                                                            Haematocrit (%)                 38.8        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 57          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          169000      NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  040       036              Placebo       WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                                                                                                                

  041       030              Placebo       SCREENING        YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                                            YES              02AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                            YES              07SEP2010        NO                                                

                                                                                                                                                

  042       050              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  040       036              Placebo       WEEK 4 (V6)      RBC count (millions/cumm)       4.56        ABNORMAL **NCS                        

                                                                                                                                              

  041       030              Placebo       SCREENING        Haemoglobin (gm %)              12.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4800        NORMAL                                

                                                            Neutrophils (%)                 47          NORMAL                                

                                                            Lymphocytes (%)                 41          NORMAL                                

                                                            Eosinophils (%)                 08          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          237000      NORMAL                                

                                                            RBC count (millions/cumm)       4.5         ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 37.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          206000      NORMAL                                

                                                            RBC count (millions/cumm)       4.05        ABNORMAL **NCS                        

                                                                                                                                              

  042       050              Arthronat     SCREENING        Haemoglobin (gm %)              13.7        NORMAL                                

                                                            Haematocrit (%)                 34.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6600        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 29          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          166000      NORMAL                                

                                                            RBC count (millions/cumm)       3.91        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.9        NORMAL                                

                                                            Haematocrit (%)                 35.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7600        NORMAL                                

                                                            Neutrophils (%)                 70          NORMAL                                

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          171000      NORMAL                                

                                                            RBC count (millions/cumm)       3.96        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

                                                                                                                                                

  043       052              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  045       043              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

                                                                                                                                              

  043       052              Arthronat     SCREENING        Haemoglobin (gm %)              12.3        NORMAL                                

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 50          NORMAL                                

                                                            Lymphocytes (%)                 42          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          181000      NORMAL                                

                                                            RBC count (millions/cumm)       3.48        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 60          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   07          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          178000      NORMAL                                

                                                            RBC count (millions/cumm)       3.53        ABNORMAL **NCS                        

                                                                                                                                              

  045       043              Arthronat     SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5200        NORMAL                                

                                                            Neutrophils (%)                 47          NORMAL                                

                                                            Lymphocytes (%)                 44          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          217000      NORMAL                                

                                                            RBC count (millions/cumm)       3.16        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.5        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6600        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                                                                                                                             



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  046       053              Placebo       SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  047       054              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  048       055              Placebo       SCREENING        YES              31AUG2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  046       053              Placebo       SCREENING        Haemoglobin (gm %)              10.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 27.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 50          NORMAL                                

                                                            Lymphocytes (%)                 43          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          171000      NORMAL                                

                                                            RBC count (millions/cumm)       3.19        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 45          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          168000      NORMAL                                

                                                            RBC count (millions/cumm)       3.39        ABNORMAL **NCS                        

                                                                                                                                              

  047       054              Arthronat     SCREENING        Haemoglobin (gm %)              11.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4800        NORMAL                                

                                                            Neutrophils (%)                 48          NORMAL                                

                                                            Lymphocytes (%)                 44          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   06          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          155000      NORMAL                                

                                                            RBC count (millions/cumm)       3.75        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.6        NORMAL                                

                                                            Haematocrit (%)                 32.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.69        ABNORMAL **NCS                        

                                                                                                                                              

  048       055              Placebo       SCREENING        Haemoglobin (gm %)              12.6        NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  048       055              Placebo       SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  049       056              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  050       046              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  048       055              Placebo       SCREENING        Haematocrit (%)                 32.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4900        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          151000      NORMAL                                

                                                            RBC count (millions/cumm)       3.34        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.9        NORMAL                                

                                                            Haematocrit (%)                 32.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6400        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 42          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                                                                                                                              

  049       056              Arthronat     SCREENING        Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6400        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          158000      NORMAL                                

                                                            RBC count (millions/cumm)       3.17        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          184000      NORMAL                                

                                                            RBC count (millions/cumm)       3.29        ABNORMAL **NCS                        

                                                                                                                                              

  050       046              Arthronat     SCREENING        Haemoglobin (gm %)              12.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.8        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  050       046              Arthronat     SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  051       049              Placebo       SCREENING        YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                                            YES              31AUG2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  052       048              Placebo       SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  050       046              Arthronat     SCREENING        Total WBC Count (cells/cumm)    6800        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          187000      NORMAL                                

                                                            RBC count (millions/cumm)       3.26        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 31.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    9100        NORMAL                                

                                                            Neutrophils (%)                 65          NORMAL                                

                                                            Lymphocytes (%)                 31          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          206000      NORMAL                                

                                                            RBC count (millions/cumm)       3.25        ABNORMAL **NCS                        

                                                                                                                                              

  051       049              Placebo       SCREENING        Haemoglobin (gm %)              12.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6200        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          161000      NORMAL                                

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6500        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 00          ABNORMAL **NCS                        

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          201000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                                                                                                                              

  052       048              Placebo       SCREENING        Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 31.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    13700       ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  052       048              Placebo       SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  053       047              Placebo       SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  054       042              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  052       048              Placebo       SCREENING        Neutrophils (%)                 72          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 21          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          345000      NORMAL                                

                                                            RBC count (millions/cumm)       3.39        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.9        NORMAL                                

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8800        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          264000      NORMAL                                

                                                            RBC count (millions/cumm)       3.31        ABNORMAL **NCS                        

                                                                                                                                              

  053       047              Placebo       SCREENING        Haemoglobin (gm %)              13.6        NORMAL                                

                                                            Haematocrit (%)                 34.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          231000      NORMAL                                

                                                            RBC count (millions/cumm)       3.79        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.9        NORMAL                                

                                                            Haematocrit (%)                 35.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 70          NORMAL                                

                                                            Lymphocytes (%)                 26          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          198000      NORMAL                                

                                                            RBC count (millions/cumm)       3.97        NORMAL                                

                                                                                                                                              

  054       042              Arthronat     SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4500        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  054       042              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  055       041              Placebo       SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  056       051              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  054       042              Arthronat     SCREENING        Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          152000      NORMAL                                

                                                            RBC count (millions/cumm)       3.46        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   00          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          167000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                                                                                                                              

  055       041              Placebo       SCREENING        Haemoglobin (gm %)              12.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          225000      NORMAL                                

                                                            RBC count (millions/cumm)       3.51        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8400        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                                

                                                            Lymphocytes (%)                 43          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.84        ABNORMAL **NCS                        

                                                                                                                                              

  056       051              Arthronat     SCREENING        Haemoglobin (gm %)              11.9        NORMAL                                

                                                            Haematocrit (%)                 31.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6600        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                                

                                                            Lymphocytes (%)                 44          ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  056       051              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  057       044              Placebo       SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  058       045              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  056       051              Arthronat     SCREENING        Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          195000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.80       NORMAL                                

                                                            Haematocrit (%)                 31.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          179000      NORMAL                                

                                                            RBC count (millions/cumm)       3.71        ABNORMAL **NCS                        

                                                                                                                                              

  057       044              Placebo       SCREENING        Haemoglobin (gm %)              13.8        NORMAL                                

                                                            Haematocrit (%)                 33.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6800        NORMAL                                

                                                            Neutrophils (%)                 62          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          128000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.61        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 36.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          159000      NORMAL                                

                                                            RBC count (millions/cumm)       3.92        ABNORMAL **NCS                        

                                                                                                                                              

  058       045              Arthronat     SCREENING        Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 31.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4700        NORMAL                                

                                                            Neutrophils (%)                 69          NORMAL                                

                                                            Lymphocytes (%)                 24          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  058       045              Arthronat     SCREENING        YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                                            YES              02SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                            YES              11OCT2010        NO                                                

                                                                                                                                                

  059       066              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  060       071              Arthronat     SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  058       045              Arthronat     SCREENING        Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          237000      NORMAL                                

                                                            RBC count (millions/cumm)       3.67        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7800        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 26          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          186000      NORMAL                                

                                                            RBC count (millions/cumm)       3.59        ABNORMAL **NCS                        

                                                                                                                                              

  059       066              Placebo       SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.3        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5700        NORMAL                                

                                                            Neutrophils (%)                 51          NORMAL                                

                                                            Lymphocytes (%)                 44          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          268000      NORMAL                                

                                                            RBC count (millions/cumm)       3.39        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 60          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          268000      NORMAL                                

                                                            RBC count (millions/cumm)       3.39        ABNORMAL **NCS                        

                                                                                                                                              

  060       071              Arthronat     SCREENING        Haemoglobin (gm %)              12.4        NORMAL                                

                                                            Haematocrit (%)                 33.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7600        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  060       071              Arthronat     SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  061       057              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  062       063              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  060       071              Arthronat     SCREENING        Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          171000      NORMAL                                

                                                            RBC count (millions/cumm)       3.67        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 33          ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 45          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          187000      NORMAL                                

                                                            RBC count (millions/cumm)       3.65        ABNORMAL **NCS                        

                                                                                                                                              

  061       057              Placebo       SCREENING        Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6300        NORMAL                                

                                                            Neutrophils (%)                 43          NORMAL                                

                                                            Lymphocytes (%)                 51          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          115000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.5        NORMAL                                

                                                            Haematocrit (%)                 33.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          157000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                                                                                                                              

  062       063              Placebo       SCREENING        Haemoglobin (gm %)              11.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6700        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 06          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  062       063              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  063       070              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  064       073              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  062       063              Placebo       SCREENING        Platelet Count (/cumm)          178000      NORMAL                                

                                                            RBC count (millions/cumm)       3.35        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.7        NORMAL                                

                                                            Haematocrit (%)                 31.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          207000      NORMAL                                

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                                                                                                                              

  063       070              Placebo       SCREENING        Haemoglobin (gm %)              9.7         ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4700        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 36          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          146000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.09        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.5        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 47          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          165000      NORMAL                                

                                                            RBC count (millions/cumm)       3.21        ABNORMAL **NCS                        

                                                                                                                                              

  064       073              Placebo       SCREENING        Haemoglobin (gm %)              10.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 28.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 46          NORMAL                                

                                                            Lymphocytes (%)                 48          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          191000      NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  064       073              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  065       067              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  066       059              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  064       073              Placebo       SCREENING        RBC count (millions/cumm)       3.19        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.4        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5400        NORMAL                                

                                                            Neutrophils (%)                 53          NORMAL                                

                                                            Lymphocytes (%)                 42          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          187000      NORMAL                                

                                                            RBC count (millions/cumm)       3.25        ABNORMAL **NCS                        

                                                                                                                                              

  065       067              Placebo       SCREENING        Haemoglobin (gm %)              11.2        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 52          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          157000      NORMAL                                

                                                            RBC count (millions/cumm)       3.32        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          169000      NORMAL                                

                                                            RBC count (millions/cumm)       3.47        ABNORMAL **NCS                        

                                                                                                                                              

  066       059              Placebo       SCREENING        Haemoglobin (gm %)              11.5        NORMAL                                

                                                            Haematocrit (%)                 30.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    12200       ABNORMAL **NCS                        

                                                            Neutrophils (%)                 68          NORMAL                                

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   05          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          271000      NORMAL                                

                                                            RBC count (millions/cumm)       3.27        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  066       059              Placebo       WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  067       075              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  068       061              Placebo       SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  066       059              Placebo       WEEK 4 (V6)      Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 31.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          217000      NORMAL                                

                                                            RBC count (millions/cumm)       3.48        ABNORMAL **NCS                        

                                                                                                                                              

  067       075              Placebo       SCREENING        Haemoglobin (gm %)              10.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4400        NORMAL                                

                                                            Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 27          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   06          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          197000      NORMAL                                

                                                            RBC count (millions/cumm)       3.18        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7800        NORMAL                                

                                                            Neutrophils (%)                 71          NORMAL                                

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          164000      NORMAL                                

                                                            RBC count (millions/cumm)       3.56        ABNORMAL **NCS                        

                                                                                                                                              

  068       061              Placebo       SCREENING        Haemoglobin (gm %)              9.4         ABNORMAL **NCS                        

                                                            Haematocrit (%)                 27.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4700        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          198000      NORMAL                                

                                                            RBC count (millions/cumm)       3.13        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              10.2        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  068       061              Placebo       WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  069       072              Arthronat     SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  070       068              Arthronat     SCREENING        YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                                            YES              14SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  068       061              Placebo       WEEK 4 (V6)      Haematocrit (%)                 29.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       3.37        ABNORMAL **NCS                        

                                                                                                                                              

  069       072              Arthronat     SCREENING        Haemoglobin (gm %)              14.8        NORMAL                                

                                                            Haematocrit (%)                 39.2        NORMAL                                

                                                            Total WBC Count (cells/cumm)    4500        NORMAL                                

                                                            Neutrophils (%)                 52          NORMAL                                

                                                            Lymphocytes (%)                 42          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          201000      NORMAL                                

                                                            RBC count (millions/cumm)       4.28        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.5        NORMAL                                

                                                            Haematocrit (%)                 38.9        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                                

                                                            Eosinophils (%)                 01          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          178000      NORMAL                                

                                                            RBC count (millions/cumm)       4.21        NORMAL                                

                                                                                                                                              

  070       068              Arthronat     SCREENING        Haemoglobin (gm %)              11.4        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    3400        ABNORMAL **NCS                        

                                                            Neutrophils (%)                 55          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          173000      NORMAL                                

                                                            RBC count (millions/cumm)       3.44        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 31.6        ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  070       068              Arthronat     WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  071       065              Arthronat     SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  072       060              Arthronat     SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  070       068              Arthronat     WEEK 4 (V6)      Total WBC Count (cells/cumm)    5700        NORMAL                                

                                                            Neutrophils (%)                 57          NORMAL                                

                                                            Lymphocytes (%)                 40          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          155000      NORMAL                                

                                                            RBC count (millions/cumm)       3.52        ABNORMAL **NCS                        

                                                                                                                                              

  071       065              Arthronat     SCREENING        Haemoglobin (gm %)              11.9        NORMAL                                

                                                            Haematocrit (%)                 31.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7100        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          277000      NORMAL                                

                                                            RBC count (millions/cumm)       3.76        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.8        NORMAL                                

                                                            Haematocrit (%)                 32.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          219000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81        NORMAL                                

                                                                                                                                              

  072       060              Arthronat     SCREENING        Haemoglobin (gm %)              10.6        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4500        NORMAL                                

                                                            Neutrophils (%)                 56          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          128000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       3.22        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.9        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 33.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  072       060              Arthronat     WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  073       062              Arthronat     SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  074       058              Placebo       SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  072       060              Arthronat     WEEK 4 (V6)      Neutrophils (%)                 64          NORMAL                                

                                                            Lymphocytes (%)                 30          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          197000      NORMAL                                

                                                            RBC count (millions/cumm)       3.82        ABNORMAL **NCS                        

                                                                                                                                              

  073       062              Arthronat     SCREENING        Haemoglobin (gm %)              15.1        NORMAL                                

                                                            Haematocrit (%)                 39.2        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5600        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 32          NORMAL                                

                                                            Eosinophils (%)                 09          ABNORMAL **NCS                        

                                                            Monocytes (%)                   00          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          141000      ABNORMAL **NCS                        

                                                            RBC count (millions/cumm)       4.22        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              15.6        NORMAL                                

                                                            Haematocrit (%)                 41.7        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 67          NORMAL                                

                                                            Lymphocytes (%)                 26          NORMAL                                

                                                            Eosinophils (%)                 04          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          153000      NORMAL                                

                                                            RBC count (millions/cumm)       4.55        ABNORMAL **NCS                        

                                                                                                                                              

  074       058              Placebo       SCREENING        Haemoglobin (gm %)              14.8        NORMAL                                

                                                            Haematocrit (%)                 37.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6800        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 38          NORMAL                                

                                                            Eosinophils (%)                 07          ABNORMAL **NCS                        

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          153000      NORMAL                                

                                                            RBC count (millions/cumm)       4.23        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.8        NORMAL                                

                                                            Haematocrit (%)                 37.6        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8500        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  074       058              Placebo       WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  075       064              Arthronat     SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  076       069              Arthronat     SCREENING        YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                                            YES              16SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  074       058              Placebo       WEEK 4 (V6)      Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   00          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          196000      NORMAL                                

                                                            RBC count (millions/cumm)       4.41        ABNORMAL **NCS                        

                                                                                                                                              

  075       064              Arthronat     SCREENING        Haemoglobin (gm %)              10.7        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 29.4        NORMAL                                

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 33          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          229000      NORMAL                                

                                                            RBC count (millions/cumm)       3.41        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.7        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    7300        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 48          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          186000      NORMAL                                

                                                            RBC count (millions/cumm)       3.58        ABNORMAL **NCS                        

                                                                                                                                              

  076       069              Arthronat     SCREENING        Haemoglobin (gm %)              15.2        NORMAL                                

                                                            Haematocrit (%)                 40.5        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6400        NORMAL                                

                                                            Neutrophils (%)                 58          NORMAL                                

                                                            Lymphocytes (%)                 36          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   04          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          195000      NORMAL                                

                                                            RBC count (millions/cumm)       4.53        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              15.1        NORMAL                                

                                                            Haematocrit (%)                 39.8        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5300        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 34          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  076       069              Arthronat     WEEK 4 (V6)      YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                            YES              25OCT2010        NO                                                

                                                                                                                                                

  077       074              Arthronat     SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                                

  078       079              Arthronat     SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  076       069              Arthronat     WEEK 4 (V6)      Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          176000      NORMAL                                

                                                            RBC count (millions/cumm)       4.51        ABNORMAL **NCS                        

                                                                                                                                              

  077       074              Arthronat     SCREENING        Haemoglobin (gm %)              14.0        NORMAL                                

                                                            Haematocrit (%)                 38.7        NORMAL                                

                                                            Total WBC Count (cells/cumm)    9800        NORMAL                                

                                                            Neutrophils (%)                 63          NORMAL                                

                                                            Lymphocytes (%)                 28          NORMAL                                

                                                            Eosinophils (%)                 08          ABNORMAL **NCS                        

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          196000      NORMAL                                

                                                            RBC count (millions/cumm)       4.32        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 38.5        NORMAL                                

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 54          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 040         NORMAL                                

                                                            Monocytes (%)                   01          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          217000      NORMAL                                

                                                            RBC count (millions/cumm)       4.39        NORMAL                                

                                                                                                                                              

  078       079              Arthronat     SCREENING        Haemoglobin (gm %)              13.1        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 36.1        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    6100        NORMAL                                

                                                            Neutrophils (%)                 53          NORMAL                                

                                                            Lymphocytes (%)                 39          NORMAL                                

                                                            Eosinophils (%)                 07          ABNORMAL **NCS                        

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          185000      NORMAL                                

                                                            RBC count (millions/cumm)       3.73        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              13.6        NORMAL                                

                                                            Haematocrit (%)                 38.2        NORMAL                                

                                                            Total WBC Count (cells/cumm)    8900        NORMAL                                

                                                            Neutrophils (%)                 47          NORMAL                                

                                                            Lymphocytes (%)                 46          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 05          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  078       079              Arthronat     WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                                

  079       077              Arthronat     SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                                

  080       076              Placebo       SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  078       079              Arthronat     WEEK 4 (V6)      Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          169000      NORMAL                                

                                                            RBC count (millions/cumm)       4.06        ABNORMAL **NCS                        

                                                                                                                                              

  079       077              Arthronat     SCREENING        Haemoglobin (gm %)              12.3        NORMAL                                

                                                            Haematocrit (%)                 34.5        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    5900        NORMAL                                

                                                            Neutrophils (%)                 50          NORMAL                                

                                                            Lymphocytes (%)                 41          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 06          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          285000      NORMAL                                

                                                            RBC count (millions/cumm)       3.86        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              12.1        NORMAL                                

                                                            Haematocrit (%)                 34.2        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8700        NORMAL                                

                                                            Neutrophils (%)                 59          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          147000      NORMAL                                

                                                            RBC count (millions/cumm)       3.81        NORMAL                                

                                                                                                                                              

  080       076              Placebo       SCREENING        Haemoglobin (gm %)              14.7        NORMAL                                

                                                            Haematocrit (%)                 39.4        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6800        NORMAL                                

                                                            Neutrophils (%)                 52          NORMAL                                

                                                            Lymphocytes (%)                 37          NORMAL                                

                                                            Eosinophils (%)                 09          ABNORMAL **NCS                        

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          218000      NORMAL                                

                                                            RBC count (millions/cumm)       4.38        NORMAL                                

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.1        NORMAL                                

                                                            Haematocrit (%)                 38.6        NORMAL                                

                                                            Total WBC Count (cells/cumm)    7400        NORMAL                                

                                                            Neutrophils (%)                 61          NORMAL                                

                                                            Lymphocytes (%)                 35          NORMAL                                

                                                            Eosinophils (%)                 03          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                       



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  080       076              Placebo       WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                                

  081       078              Placebo       SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                                

  082       080              Placebo       SCREENING        YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                                            YES              28SEP2010        NO                                                

                                           WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  080       076              Placebo       WEEK 4 (V6)      Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          184000      NORMAL                                

                                                            RBC count (millions/cumm)       4.09        NORMAL                                

                                                                                                                                              

  081       078              Placebo       SCREENING        Haemoglobin (gm %)              11.3        ABNORMAL **NCS                        

                                                            Haematocrit (%)                 30.9        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    4700        NORMAL                                

                                                            Neutrophils (%)                 56          NORMAL                                

                                                            Lymphocytes (%)                 36          NORMAL                                

                                                            Eosinophils (%)                 05          NORMAL                                

                                                            Monocytes (%)                   03          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          173000      NORMAL                                

                                                            RBC count (millions/cumm)       3.16        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              11.5        NORMAL                                

                                                            Haematocrit (%)                 31.8        ABNORMAL **NCS                        

                                                            Total WBC Count (cells/cumm)    8100        NORMAL                                

                                                            Neutrophils (%)                 49          NORMAL                                

                                                            Lymphocytes (%)                 48          ABNORMAL **NCS                        

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   01          ABNORMAL **NCS                        

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          156000      NORMAL                                

                                                            RBC count (millions/cumm)       3.54        ABNORMAL **NCS                        

                                                                                                                                              

  082       080              Placebo       SCREENING        Haemoglobin (gm %)              14.2        NORMAL                                

                                                            Haematocrit (%)                 39.4        NORMAL                                

                                                            Total WBC Count (cells/cumm)    6900        NORMAL                                

                                                            Neutrophils (%)                 66          NORMAL                                

                                                            Lymphocytes (%)                 26          NORMAL                                

                                                            Eosinophils (%)                 06          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                                

                                                            Platelet Count (/cumm)          158000      NORMAL                                

                                                            RBC count (millions/cumm)       4.14        ABNORMAL **NCS                        

                                           WEEK 4 (V6)      Haemoglobin (gm %)              14.4        NORMAL                                

                                                            Haematocrit (%)                 39.7        NORMAL                                

                                                            Total WBC Count (cells/cumm)    5500        NORMAL                                

                                                            Neutrophils (%)                 71          ABNORMAL **NCS                        

                                                            Lymphocytes (%)                 25          NORMAL                                

                                                            Eosinophils (%)                 02          NORMAL                                

                                                            Monocytes (%)                   02          NORMAL                                

                                                            Basophils (%)                   00          NORMAL                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                   Hematology       Date of sample   Retest           If yes,     Date of retest       

  number    number           Treatment     Visit name       test performed   collection       performed        reason      sample collection    

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  082       080              Placebo       WEEK 4 (V6)      YES              02NOV2010        NO                                                

                                                            YES              02NOV2010        NO                                                

                                                                                                                                               



MA-CT-10-002 

16.2.8.1 LISTING OF HEMATOLOGY  BY PATIENT 

 

  Patient   Randomization                                                                                                Comments if          

  number    number           Treatment     Visit name       Lab tests                       Values      Findings         abnormal CS          

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  082       080              Placebo       WEEK 4 (V6)      Platelet Count (/cumm)          183000      NORMAL                                

                                                            RBC count (millions/cumm)       4.31        ABNORMAL **NCS                        

                                                                                                                                              



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.8.2 
 

Urine Analysis 
 
 
 
 
 
 
 



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  001       007            Placebo       SCREENING     YES             14JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14JUL2010   NO                                  Transparency         

                                                       YES             14JUL2010   NO                                  pH                   

                                                       YES             14JUL2010   NO                                  Specific gravity     

                                                       YES             14JUL2010   NO                                  Protein              

                                                       YES             14JUL2010   NO                                  Glucose              

                                                       YES             14JUL2010   NO                                  Ketone bodies        

                                                       YES             14JUL2010   NO                                  Bilirubin            

                                                       YES             14JUL2010   NO                                  Blood                

                                                       YES             14JUL2010   NO                                  Nitrite              

                                                       YES             14JUL2010   NO                                  Urobilinogen         

                                                       YES             14JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             14JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             14JUL2010   NO                                  Casts                

                                                       YES             14JUL2010   NO                                  Crystals             

                                                       YES             14JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  002       005            Arthronat     SCREENING     YES             14JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14JUL2010   NO                                  Transparency         

                                                       YES             14JUL2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  001       007            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.020       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         TRACE       NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         18-20       ABNORMAL **NCS                   

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         Q.N.S       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  002       005            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  002       005            Arthronat     SCREENING     YES             14JUL2010   NO                                  Specific gravity     

                                                       YES             14JUL2010   NO                                  Protein              

                                                       YES             14JUL2010   NO                                  Glucose              

                                                       YES             14JUL2010   NO                                  Ketone bodies        

                                                       YES             14JUL2010   NO                                  Bilirubin            

                                                       YES             14JUL2010   NO                                  Blood                

                                                       YES             14JUL2010   NO                                  Nitrite              

                                                       YES             14JUL2010   NO                                  Urobilinogen         

                                                       YES             14JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             14JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             14JUL2010   NO                                  Casts                

                                                       YES             14JUL2010   NO                                  Crystals             

                                                       YES             14JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  003       003            Placebo       SCREENING     YES             14JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14JUL2010   NO                                  Transparency         

                                                       YES             14JUL2010   NO                                  pH                   

                                                       YES             14JUL2010   NO                                  Specific gravity     

                                                       YES             14JUL2010   NO                                  Protein              

                                                       YES             14JUL2010   NO                                  Glucose              

                                                       YES             14JUL2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  002       005            Arthronat     1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NIL         NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  003       003            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.015       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  003       003            Placebo       SCREENING     YES             14JUL2010   NO                                  Bilirubin            

                                                       YES             14JUL2010   NO                                  Blood                

                                                       YES             14JUL2010   NO                                  Nitrite              

                                                       YES             14JUL2010   NO                                  Urobilinogen         

                                                       YES             14JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             14JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             14JUL2010   NO                                  Casts                

                                                       YES             14JUL2010   NO                                  Crystals             

                                                       YES             14JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  004       004            Placebo       SCREENING     YES             14JUL2010   NO                                  Colour               

                                                       YES             14JUL2010   NO                                  Transparency         

                                                                                                                                            

                                                       YES             14JUL2010   NO                                  pH                   

                                                       YES             14JUL2010   NO                                  Specific gravity     

                                                       YES             14JUL2010   NO                                  Protein              

                                                       YES             14JUL2010   NO                                  Glucose              

                                                       YES             14JUL2010   NO                                  Ketone bodies        

                                                       YES             14JUL2010   NO                                  Bilirubin            

                                                       YES             14JUL2010   NO                                  Blood                

                                                       YES             14JUL2010   NO                                  Nitrite              

                                                       YES             14JUL2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  003       003            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  004       004            Placebo       YELLOW      NORMAL                           

                                         SLIGHTLY    ABNORMAL **NCS                   

                                         TURBID                                       

                                         6.0         NORMAL                           

                                         1.018       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         TRACE       ABNORMAL **NCS                   

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  004       004            Placebo       SCREENING     YES             14JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             14JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             14JUL2010   NO                                  Casts                

                                                       YES             14JUL2010   NO                                  Crystals             

                                                       YES             14JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  005       006            Arthronat     SCREENING     YES             14JUL2010   NO                                  Colour               

                                                       YES             14JUL2010   NO                                  Transparency         

                                                       YES             14JUL2010   NO                                  pH                   

                                                       YES             14JUL2010   NO                                  Specific gravity     

                                                       YES             14JUL2010   NO                                  Protein              

                                                       YES             14JUL2010   NO                                  Glucose              

                                                       YES             14JUL2010   NO                                  Ketone bodies        

                                                       YES             14JUL2010   NO                                  Bilirubin            

                                                       YES             14JUL2010   NO                                  Blood                

                                                       YES             14JUL2010   NO                                  Nitrite              

                                                       YES             14JUL2010   NO                                  Urobilinogen         

                                                       YES             14JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             14JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             14JUL2010   NO                                  Casts                

                                                       YES             14JUL2010   NO                                  Crystals            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  004       004            Placebo       NIL         NORMAL                           

                                         20-25       ABNORMAL **NCS                   

                                         4-5         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  005       006            Arthronat     YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.015       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         2-3         NORMAL                           

                                         12-15       ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  005       006            Arthronat     SCREENING     YES             14JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  006       009            Arthronat     SCREENING     YES             15JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             15JUL2010   NO                                  Transparency         

                                                                                                                                            

                                                       YES             15JUL2010   NO                                  pH                   

                                                       YES             15JUL2010   NO                                  Specific gravity     

                                                       YES             15JUL2010   NO                                  Protein              

                                                       YES             15JUL2010   NO                                  Glucose              

                                                       YES             15JUL2010   NO                                  Ketone bodies        

                                                       YES             15JUL2010   NO                                  Bilirubin            

                                                       YES             15JUL2010   NO                                  Blood                

                                                       YES             15JUL2010   NO                                  Nitrite              

                                                       YES             15JUL2010   NO                                  Urobilinogen         

                                                       YES             15JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             15JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             15JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             15JUL2010   NO                                  Casts                

                                                       YES             15JUL2010   NO                                  Crystals             

                                                       YES             15JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  005       006            Arthronat                                                  

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         QNS         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  006       009            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         SLIGHTLY    ABNORMAL **NCS                   

                                         TURBID                                       

                                         6.0         NORMAL                           

                                         1.020       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         PRESENT     ABNORMAL **NCS                   

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         12-15       ABNORMAL **NCS                   

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  006       009            Arthronat     WEEK 4 (V6)   YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  007       001            Placebo       SCREENING     YES             15JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             15JUL2010   NO                                  Transparency         

                                                       YES             15JUL2010   NO                                  pH                   

                                                       YES             15JUL2010   NO                                  Specific gravity     

                                                       YES             15JUL2010   NO                                  Protein              

                                                       YES             15JUL2010   NO                                  Glucose              

                                                       YES             15JUL2010   NO                                  Ketone bodies        

                                                       YES             15JUL2010   NO                                  Bilirubin            

                                                       YES             15JUL2010   NO                                  Blood                

                                                       YES             15JUL2010   NO                                  Nitrite              

                                                       YES             15JUL2010   NO                                  Urobilinogen         

                                                       YES             15JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             15JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             15JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             15JUL2010   NO                                  Casts                

                                                       YES             15JUL2010   NO                                  Crystals             

                                                       YES             15JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  006       009            Arthronat     7.0         NORMAL                           

                                         QNS         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  007       001            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  007       001            Placebo       WEEK 4 (V6)   YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  008       008            Arthronat     SCREENING     YES             15JUL2010   NO                                  Colour               

                                                       YES             15JUL2010   NO                                  Transparency         

                                                       YES             15JUL2010   NO                                  pH                   

                                                       YES             15JUL2010   NO                                  Specific gravity     

                                                       YES             15JUL2010   NO                                  Protein              

                                                       YES             15JUL2010   NO                                  Glucose              

                                                       YES             15JUL2010   NO                                  Ketone bodies        

                                                       YES             15JUL2010   NO                                  Bilirubin            

                                                       YES             15JUL2010   NO                                  Blood                

                                                       YES             15JUL2010   NO                                  Nitrite              

                                                       YES             15JUL2010   NO                                  Urobilinogen         

                                                       YES             15JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             15JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             15JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             15JUL2010   NO                                  Casts                

                                                       YES             15JUL2010   NO                                  Crystals             

                                                       YES             15JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010                                       Colour               

                                                       YES             21AUG2010                                       Transparency         

                                                       YES             21AUG2010                                       pH                   

                                                       YES             21AUG2010                                       Specific gravity     

                                                       YES             21AUG2010                                       Protein              

                                                       YES             21AUG2010                                       Glucose              

                                                       YES             21AUG2010                                       Ketone bodies        

                                                       YES             21AUG2010                                       Bilirubin            

                                                       YES             21AUG2010                                       Blood                

                                                       YES             21AUG2010                                       Nitrite              

                                                       YES             21AUG2010                                       Urobilinogen         

                                                       YES             21AUG2010                                       RBC's (/hpf)        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  007       001            Placebo       ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  008       008            Arthronat     SL. TURBID  ABNORMAL **NCS                   

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         PRESENT     ABNORMAL **NCS                   

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         20-25       ABNORMAL **NCS                   

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  008       008            Arthronat     WEEK 4 (V6)   YES             21AUG2010                                       PUS Cells (/hpf)     

                                                       YES             21AUG2010                                       Epithelial (/hpf)    

                                                       YES             21AUG2010                                       Casts                

                                                       YES             21AUG2010                                       Crystals             

                                                       YES             21AUG2010                                       Anyother             

                                                                                                                                            

  009       010            Arthronat     SCREENING     YES             15JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             15JUL2010   NO                                  Transparency         

                                                       YES             15JUL2010   NO                                  pH                   

                                                       YES             15JUL2010   NO                                  Specific gravity     

                                                       YES             15JUL2010   NO                                  Protein              

                                                       YES             15JUL2010   NO                                  Glucose              

                                                       YES             15JUL2010   NO                                  Ketone bodies        

                                                       YES             15JUL2010   NO                                  Bilirubin            

                                                       YES             15JUL2010   NO                                  Blood                

                                                       YES             15JUL2010   NO                                  Nitrite              

                                                       YES             15JUL2010   NO                                  Urobilinogen         

                                                       YES             15JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             15JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             15JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             15JUL2010   NO                                  Casts                

                                                       YES             15JUL2010   NO                                  Crystals             

                                                       YES             15JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  008       008            Arthronat     1-2         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  009       010            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  009       010            Arthronat     WEEK 4 (V6)   YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  010       002            Placebo       SCREENING     YES             15JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             15JUL2010   NO                                  Transparency         

                                                       YES             15JUL2010   NO                                  pH                   

                                                       YES             15JUL2010   NO                                  Specific gravity     

                                                       YES             15JUL2010   NO                                  Protein              

                                                       YES             15JUL2010   NO                                  Glucose              

                                                       YES             15JUL2010   NO                                  Ketone bodies        

                                                       YES             15JUL2010   NO                                  Bilirubin            

                                                       YES             15JUL2010   NO                                  Blood                

                                                       YES             15JUL2010   NO                                  Nitrite              

                                                       YES             15JUL2010   NO                                  Urobilinogen         

                                                       YES             15JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             15JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             15JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             15JUL2010   NO                                  Casts                

                                                       YES             15JUL2010   NO                                  Crystals             

                                                       YES             15JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             21AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             21AUG2010   NO                                  Transparency         

                                                       YES             21AUG2010   NO                                  pH                   

                                                       YES             21AUG2010   NO                                  Specific gravity     

                                                       YES             21AUG2010   NO                                  Protein              

                                                       YES             21AUG2010   NO                                  Glucose              

                                                       YES             21AUG2010   NO                                  Ketone bodies        

                                                       YES             21AUG2010   NO                                  Bilirubin            

                                                       YES             21AUG2010   NO                                  Blood                

                                                       YES             21AUG2010   NO                                  Nitrite              

                                                       YES             21AUG2010   NO                                  Urobilinogen         

                                                       YES             21AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             21AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             21AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             21AUG2010   NO                                  Casts                

                                                       YES             21AUG2010   NO                                  Crystals             

                                                       YES             21AUG2010   NO                                  Anyother             

                                                                                                                                            

  011       016            Placebo       SCREENING     YES             19JUL2010   NO                                  Colour               

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  009       010            Arthronat                                                  

                                                                                      

  010       002            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         8-10        ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NIL         NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  011       016            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  011       016            Placebo       SCREENING     YES             19JUL2010   NO                                  Transparency         

                                                       YES             19JUL2010   NO                                  pH                   

                                                       YES             19JUL2010   NO                                  Specific gravity     

                                                       YES             19JUL2010   NO                                  Protein              

                                                       YES             19JUL2010   NO                                  Glucose              

                                                       YES             19JUL2010   NO                                  Ketone bodies        

                                                       YES             19JUL2010   NO                                  Bilirubin            

                                                       YES             19JUL2010   NO                                  Blood                

                                                       YES             19JUL2010   NO                                  Nitrite              

                                                       YES             19JUL2010   NO                                  Urobilinogen         

                                                       YES             19JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             19JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             19JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             19JUL2010   NO                                  Casts                

                                                       YES             19JUL2010   NO                                  Crystals             

                                                       YES             19JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25AUG2010                                       Colour               

                                                                                                                                            

                                                       YES             25AUG2010                                       Transparency         

                                                       YES             25AUG2010                                       pH                   

                                                       YES             25AUG2010                                       Specific gravity     

                                                       YES             25AUG2010                                       Protein              

                                                       YES             25AUG2010                                       Glucose              

                                                       YES             25AUG2010                                       Ketone bodies        

                                                       YES             25AUG2010                                       Bilirubin            

                                                       YES             25AUG2010                                       Blood                

                                                       YES             25AUG2010                                       Nitrite              

                                                       YES             25AUG2010                                       Urobilinogen         

                                                       YES             25AUG2010                                       RBC's (/hpf)         

                                                       YES             25AUG2010                                       PUS Cells (/hpf)     

                                                       YES             25AUG2010                                       Epithelial (/hpf)    

                                                       YES             25AUG2010                                       Casts                

                                                       YES             25AUG2010                                       Crystals             

                                                       YES             25AUG2010                                       Anyother             

                                                                                                                                            

  012       011            Arthronat     SCREENING     YES             19JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             19JUL2010   NO                                  Transparency         

                                                       YES             19JUL2010   NO                                  pH                   

                                                       YES             19JUL2010   NO                                  Specific gravity     

                                                       YES             19JUL2010   NO                                  Protein             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  011       016            Placebo       CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NIL         NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  012       011            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         Q.N.S                                        

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  012       011            Arthronat     SCREENING     YES             19JUL2010   NO                                  Glucose              

                                                       YES             19JUL2010   NO                                  Ketone bodies        

                                                       YES             19JUL2010   NO                                  Bilirubin            

                                                       YES             19JUL2010   NO                                  Blood                

                                                       YES             19JUL2010   NO                                  Nitrite              

                                                       YES             19JUL2010   NO                                  Urobilinogen         

                                                       YES             19JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             19JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             19JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             19JUL2010   NO                                  Casts                

                                                       YES             19JUL2010   NO                                  Crystals             

                                                       YES             19JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25AUG2010   NO                                  Transparency         

                                                       YES             25AUG2010   NO                                  pH                   

                                                       YES             25AUG2010   NO                                  Specific gravity     

                                                       YES             25AUG2010   NO                                  Protein              

                                                       YES             25AUG2010   NO                                  Glucose              

                                                       YES             25AUG2010   NO                                  Ketone bodies        

                                                       YES             25AUG2010   NO                                  Bilirubin            

                                                       YES             25AUG2010   NO                                  Blood                

                                                       YES             25AUG2010   NO                                  Nitrite              

                                                       YES             25AUG2010   NO                                  Urobilinogen         

                                                       YES             25AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             25AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             25AUG2010   NO                                  Casts                

                                                       YES             25AUG2010   NO                                  Crystals             

                                                       YES             25AUG2010   NO                                  Anyother             

                                                                                                                                            

  013       014            Placebo       SCREENING     YES             19JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             19JUL2010   NO                                  Transparency         

                                                       YES             19JUL2010   NO                                  pH                   

                                                       YES             19JUL2010   NO                                  Specific gravity     

                                                       YES             19JUL2010   NO                                  Protein              

                                                       YES             19JUL2010   NO                                  Glucose              

                                                       YES             19JUL2010   NO                                  Ketone bodies        

                                                       YES             19JUL2010   NO                                  Bilirubin            

                                                       YES             19JUL2010   NO                                  Blood               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  012       011            Arthronat     NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  013       014            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.5         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  013       014            Placebo       SCREENING     YES             19JUL2010   NO                                  Nitrite              

                                                       YES             19JUL2010   NO                                  Urobilinogen         

                                                       YES             19JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             19JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             19JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             19JUL2010   NO                                  Casts                

                                                       YES             19JUL2010   NO                                  Crystals             

                                                       YES             19JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25AUG2010   NO                                  Transparency         

                                                       YES             25AUG2010   NO                                  pH                   

                                                       YES             25AUG2010   NO                                  Specific gravity     

                                                       YES             25AUG2010   NO                                  Protein              

                                                       YES             25AUG2010   NO                                  Glucose              

                                                       YES             25AUG2010   NO                                  Ketone bodies        

                                                       YES             25AUG2010   NO                                  Bilirubin            

                                                       YES             25AUG2010   NO                                  Blood                

                                                       YES             25AUG2010   NO                                  Nitrite              

                                                       YES             25AUG2010   NO                                  Urobilinogen         

                                                       YES             25AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             25AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             25AUG2010   NO                                  Casts                

                                                       YES             25AUG2010   NO                                  Crystals             

                                                       YES             25AUG2010   NO                                  Anyother             

                                                                                                                                            

  014       013            Arthronat     SCREENING     YES             20JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             20JUL2010   NO                                  Transparency         

                                                       YES             20JUL2010   NO                                  pH                   

                                                       YES             20JUL2010   NO                                  Specific gravity     

                                                       YES             20JUL2010   NO                                  Protein              

                                                       YES             20JUL2010   NO                                  Glucose              

                                                       YES             20JUL2010   NO                                  Ketone bodies        

                                                       YES             20JUL2010   NO                                  Bilirubin            

                                                       YES             20JUL2010   NO                                  Blood                

                                                       YES             20JUL2010   NO                                  Nitrite              

                                                       YES             20JUL2010   NO                                  Urobilinogen         

                                                       YES             20JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             20JUL2010   NO                                  PUS Cells (/hpf)    



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  013       014            Placebo       NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         TRACES      ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  014       013            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  014       013            Arthronat     SCREENING     YES             20JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             20JUL2010   NO                                  Casts                

                                                       YES             20JUL2010   NO                                  Crystals             

                                                       YES             20JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25AUG2010   NO                                  Transparency         

                                                       YES             25AUG2010   NO                                  pH                   

                                                       YES             25AUG2010   NO                                  Specific gravity     

                                                       YES             25AUG2010   NO                                  Protein              

                                                       YES             25AUG2010   NO                                  Glucose              

                                                       YES             25AUG2010   NO                                  Ketone bodies        

                                                       YES             25AUG2010   NO                                  Bilirubin            

                                                       YES             25AUG2010   NO                                  Blood                

                                                       YES             25AUG2010   NO                                  Nitrite              

                                                       YES             25AUG2010   NO                                  Urobilinogen         

                                                       YES             25AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             25AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             25AUG2010   NO                                  Casts                

                                                       YES             25AUG2010   NO                                  Crystals             

                                                       YES             25AUG2010   NO                                  Anyother             

                                                                                                                                            

  015       012            Placebo       SCREENING     YES             20JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             20JUL2010   NO                                  Transparency         

                                                       YES             20JUL2010   NO                                  pH                   

                                                       YES             20JUL2010   NO                                  Specific gravity     

                                                       YES             20JUL2010   NO                                  Protein              

                                                       YES             20JUL2010   NO                                  Glucose              

                                                       YES             20JUL2010   NO                                  Ketone bodies        

                                                       YES             20JUL2010   NO                                  Bilirubin            

                                                       YES             20JUL2010   NO                                  Blood                

                                                       YES             20JUL2010   NO                                  Nitrite              

                                                       YES             20JUL2010   NO                                  Urobilinogen         

                                                       YES             20JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             20JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             20JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             20JUL2010   NO                                  Casts                

                                                       YES             20JUL2010   NO                                  Crystals             

                                                       YES             20JUL2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  014       013            Arthronat     2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  015       012            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  015       012            Placebo       WEEK 4 (V6)   YES             25AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25AUG2010   NO                                  Transparency         

                                                       YES             25AUG2010   NO                                  pH                   

                                                       YES             25AUG2010   NO                                  Specific gravity     

                                                       YES             25AUG2010   NO                                  Protein              

                                                       YES             25AUG2010   NO                                  Glucose              

                                                       YES             25AUG2010   NO                                  Ketone bodies        

                                                       YES             25AUG2010   NO                                  Bilirubin            

                                                       YES             25AUG2010   NO                                  Blood                

                                                       YES             25AUG2010   NO                                  Nitrite              

                                                       YES             25AUG2010   NO                                  Urobilinogen         

                                                       YES             25AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             25AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             25AUG2010   NO                                  Casts                

                                                       YES             25AUG2010   NO                                  Crystals             

                                                       YES             25AUG2010   NO                                  Anyother             

                                                                                                                                            

  016       015            Arthronat     SCREENING     YES             20JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             20JUL2010   NO                                  Transparency         

                                                       YES             20JUL2010   NO                                  pH                   

                                                       YES             20JUL2010   NO                                  Specific gravity     

                                                       YES             20JUL2010   NO                                  Protein              

                                                       YES             20JUL2010   NO                                  Glucose              

                                                       YES             20JUL2010   NO                                  Ketone bodies        

                                                       YES             20JUL2010   NO                                  Bilirubin            

                                                       YES             20JUL2010   NO                                  Blood                

                                                       YES             20JUL2010   NO                                  Nitrite              

                                                       YES             20JUL2010   NO                                  Urobilinogen         

                                                       YES             20JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             20JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             20JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             20JUL2010   NO                                  Casts                

                                                       YES             20JUL2010   NO                                  Crystals             

                                                       YES             20JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25AUG2010   NO                                  Transparency         

                                                       YES             25AUG2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  015       012            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  016       015            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         8-10        ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  016       015            Arthronat     WEEK 4 (V6)   YES             25AUG2010   NO                                  Specific gravity     

                                                       YES             25AUG2010   NO                                  Protein              

                                                       YES             25AUG2010   NO                                  Glucose              

                                                       YES             25AUG2010   NO                                  Ketone bodies        

                                                       YES             25AUG2010   NO                                  Bilirubin            

                                                       YES             25AUG2010   NO                                  Blood                

                                                       YES             25AUG2010   NO                                  Nitrite              

                                                       YES             25AUG2010   NO                                  Urobilinogen         

                                                       YES             25AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             25AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             25AUG2010   NO                                  Casts                

                                                       YES             25AUG2010   NO                                  Crystals             

                                                       YES             25AUG2010   NO                                  Anyother             

                                                                                                                                            

  018       026            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  016       015            Arthronat     1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  018       026            Arthronat     YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  018       026            Arthronat     WEEK 4 (V6)   YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  019       018            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)    



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  018       026            Arthronat     NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  019       018            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  019       018            Arthronat     WEEK 4 (V6)   YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  020       027            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  019       018            Arthronat     4-5         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  020       027            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         TRACES      NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

                                                                                                                                            

  021       023            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  022       024            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

                                                                                      

  021       023            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  022       024            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  022       024            Arthronat     SCREENING     YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  023       022            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  022       024            Arthronat     7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         4-5         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  023       022            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  023       022            Placebo       SCREENING     YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  024       020            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  023       022            Placebo       ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  024       020            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  024       020            Arthronat     SCREENING     YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  025       017            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)   



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  024       020            Arthronat     NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  025       017            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  025       017            Placebo       SCREENING     YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  026       021            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  025       017            Placebo       NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NORMAL      NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  026       021            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  026       021            Placebo       WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  027       025            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  026       021            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  027       025            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  027       025            Placebo       WEEK 4 (V6)   YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  028       019            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  027       025            Placebo       1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  028       019            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.015       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  028       019            Placebo       WEEK 4 (V6)   YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  029       029            Placebo       SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  028       019            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  029       029            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7           NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  029       029            Placebo       WEEK 4 (V6)   YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts                

                                                       YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  030       028            Arthronat     SCREENING     YES             27JUL2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             27JUL2010   NO                                  Transparency         

                                                       YES             27JUL2010   NO                                  pH                   

                                                       YES             27JUL2010   NO                                  Specific gravity     

                                                       YES             27JUL2010   NO                                  Protein              

                                                       YES             27JUL2010   NO                                  Glucose              

                                                       YES             27JUL2010   NO                                  Ketone bodies        

                                                       YES             27JUL2010   NO                                  Bilirubin            

                                                       YES             27JUL2010   NO                                  Blood                

                                                       YES             27JUL2010   NO                                  Nitrite              

                                                       YES             27JUL2010   NO                                  Urobilinogen         

                                                       YES             27JUL2010   NO                                  RBC's (/hpf)         

                                                       YES             27JUL2010   NO                                  PUS Cells (/hpf)     

                                                       YES             27JUL2010   NO                                  Epithelial (/hpf)    

                                                       YES             27JUL2010   NO                                  Casts                

                                                       YES             27JUL2010   NO                                  Crystals             

                                                       YES             27JUL2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             01SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             01SEP2010   NO                                  Transparency         

                                                       YES             01SEP2010   NO                                  pH                   

                                                       YES             01SEP2010   NO                                  Specific gravity     

                                                       YES             01SEP2010   NO                                  Protein              

                                                       YES             01SEP2010   NO                                  Glucose              

                                                       YES             01SEP2010   NO                                  Ketone bodies        

                                                       YES             01SEP2010   NO                                  Bilirubin            

                                                       YES             01SEP2010   NO                                  Blood                

                                                       YES             01SEP2010   NO                                  Nitrite              

                                                       YES             01SEP2010   NO                                  Urobilinogen         

                                                       YES             01SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             01SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             01SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             01SEP2010   NO                                  Casts               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  029       029            Placebo       NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  030       028            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         ABNORMAL **NCS                   

                                         1.015       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  030       028            Arthronat     WEEK 4 (V6)   YES             01SEP2010   NO                                  Crystals             

                                                       YES             01SEP2010   NO                                  Anyother             

                                                                                                                                            

  031       031            Arthronat     SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  030       028            Arthronat     NIL         NORMAL                           

                                                                                      

                                                                                      

  031       031            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.016       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         2-3         NORMAL                           

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         ABNORMAL **NCS                   

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  032       032            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  033       039            Arthronat     SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  032       032            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  033       039            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  033       039            Arthronat     SCREENING     YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  034       040            Arthronat     SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  033       039            Arthronat     1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         4-5         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  034       040            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  034       040            Arthronat     SCREENING     YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  035       038            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  034       040            Arthronat     NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  035       038            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  035       038            Placebo       SCREENING     YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  036       033            Arthronat     SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  035       038            Placebo       NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  036       033            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  036       033            Arthronat     SCREENING     YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  037       037            Arthronat     SCREENING     YES             02AUG2010   YES         PUS       10AUG2010     Colour               

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Transparency         

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  036       033            Arthronat     NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.016       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  037       037            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         CLEAR       NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  037       037            Arthronat     SCREENING     YES             02AUG2010   YES         PUS       10AUG2010     pH                   

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Specific gravity     

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Protein              

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Glucose              

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Ketone bodies        

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  037       037            Arthronat     7.0         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         1.011       NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         ABSENT      NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  037       037            Arthronat     SCREENING     YES             02AUG2010   YES         PUS       10AUG2010     Bilirubin            

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Blood                

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Nitrite              

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Urobilinogen         

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     RBC's (/hpf)         

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  037       037            Arthronat     NEGATIVE    NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         ABSENT      NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NEGATIVE    NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NORMAL      NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  037       037            Arthronat     SCREENING     YES             02AUG2010   YES         PUS       10AUG2010     PUS Cells (/hpf)     

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Epithelial (/hpf)    

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Casts                

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Crystals             

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                       

                                                       YES             02AUG2010   YES         PUS       10AUG2010     Anyother             

                                                                                               CELLS &                                      

                                                                                               EPITHELI                                     

                                                                                               AL                                           

                                                                                               CELLS                                        

                                                                                               WERE                                         

                                                                                               MORE IN                                      

                                                                                               NUMBER                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  037       037            Arthronat     0-1         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         1-2         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  037       037            Arthronat     WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  038       035            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  037       037            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.012       NORMAL                           

                                         TRACES      NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  038       035            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  038       035            Placebo       WEEK 4 (V6)   YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  039       034            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  038       035            Placebo       1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  039       034            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  039       034            Placebo       WEEK 4 (V6)   YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  040       036            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  039       034            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  040       036            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         ABNORMAL **NCS                   

                                         Q.N.S       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         2-3         NORMAL                           

                                         4-5         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  040       036            Placebo       WEEK 4 (V6)   YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts                

                                                       YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  041       030            Placebo       SCREENING     YES             02AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02AUG2010   NO                                  Transparency         

                                                       YES             02AUG2010   NO                                  pH                   

                                                       YES             02AUG2010   NO                                  Specific gravity     

                                                       YES             02AUG2010   NO                                  Protein              

                                                       YES             02AUG2010   NO                                  Glucose              

                                                       YES             02AUG2010   NO                                  Ketone bodies        

                                                       YES             02AUG2010   NO                                  Bilirubin            

                                                       YES             02AUG2010   NO                                  Blood                

                                                       YES             02AUG2010   NO                                  Nitrite              

                                                       YES             02AUG2010   NO                                  Urobilinogen         

                                                       YES             02AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             02AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             02AUG2010   NO                                  Casts                

                                                       YES             02AUG2010   NO                                  Crystals             

                                                       YES             02AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             07SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             07SEP2010   NO                                  Transparency         

                                                       YES             07SEP2010   NO                                  pH                   

                                                       YES             07SEP2010   NO                                  Specific gravity     

                                                       YES             07SEP2010   NO                                  Protein              

                                                       YES             07SEP2010   NO                                  Glucose              

                                                       YES             07SEP2010   NO                                  Ketone bodies        

                                                       YES             07SEP2010   NO                                  Bilirubin            

                                                       YES             07SEP2010   NO                                  Blood                

                                                       YES             07SEP2010   NO                                  Nitrite              

                                                       YES             07SEP2010   NO                                  Urobilinogen         

                                                       YES             07SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             07SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             07SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             07SEP2010   NO                                  Casts               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  040       036            Placebo       NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  041       030            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         QNS         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  041       030            Placebo       WEEK 4 (V6)   YES             07SEP2010   NO                                  Crystals             

                                                       YES             07SEP2010   NO                                  Anyother             

                                                                                                                                            

  042       050            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  041       030            Placebo       NIL         NORMAL                           

                                                                                      

                                                                                      

  042       050            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  043       052            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  045       043            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  043       052            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  045       043            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  045       043            Arthronat     SCREENING     YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  046       053            Placebo       SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  045       043            Arthronat     1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  046       053            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  046       053            Placebo       SCREENING     YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  047       054            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  046       053            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  047       054            Arthronat     YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  047       054            Arthronat     SCREENING     YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  048       055            Placebo       SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  047       054            Arthronat     0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  048       055            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.013       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  048       055            Placebo       WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  049       056            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity    



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  048       055            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.016       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  049       056            Arthronat     YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.015       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.011       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  049       056            Arthronat     WEEK 4 (V6)   YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  050       046            Arthronat     SCREENING     YES             31AUG2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  049       056            Arthronat     NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  050       046            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.013       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  050       046            Arthronat     WEEK 4 (V6)   YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  051       049            Placebo       SCREENING     YES             31AUG2010   NO                                  Colour               

                                                       YES             31AUG2010   NO                                  Transparency         

                                                       YES             31AUG2010   NO                                  pH                   

                                                       YES             31AUG2010   NO                                  Specific gravity     

                                                       YES             31AUG2010   NO                                  Protein              

                                                       YES             31AUG2010   NO                                  Glucose              

                                                       YES             31AUG2010   NO                                  Ketone bodies        

                                                       YES             31AUG2010   NO                                  Bilirubin            

                                                       YES             31AUG2010   NO                                  Blood                

                                                       YES             31AUG2010   NO                                  Nitrite              

                                                       YES             31AUG2010   NO                                  Urobilinogen         

                                                       YES             31AUG2010   NO                                  RBC's (/hpf)         

                                                       YES             31AUG2010   NO                                  PUS Cells (/hpf)     

                                                       YES             31AUG2010   NO                                  Epithelial (/hpf)    

                                                       YES             31AUG2010   NO                                  Casts                

                                                       YES             31AUG2010   NO                                  Crystals             

                                                       YES             31AUG2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)   



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  050       046            Arthronat     ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  051       049            Placebo       YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  051       049            Placebo       WEEK 4 (V6)   YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  052       048            Placebo       SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  051       049            Placebo       NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  052       048            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         SL. TURBID  NORMAL                           

                                         6.0         NORMAL                           

                                         1.024       NORMAL                           

                                         TRACES      NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         PRESENT     ABNORMAL **NCS                   

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         10-12       ABNORMAL **NCS                   

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  053       047            Placebo       SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  054       042            Arthronat     SCREENING     YES             02SEP2010   NO                                  Colour               

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity    



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  053       047            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         PRESENT     ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  054       042            Arthronat     YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  054       042            Arthronat     SCREENING     YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  055       041            Placebo       SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  054       042            Arthronat     NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  055       041            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  055       041            Placebo       SCREENING     YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  056       051            Arthronat     SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)    



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  055       041            Placebo       NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  056       051            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  056       051            Arthronat     SCREENING     YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  057       044            Placebo       SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  056       051            Arthronat     1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  057       044            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  057       044            Placebo       WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                   

                                                       YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  058       045            Arthronat     SCREENING     YES             02SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02SEP2010   NO                                  Transparency         

                                                       YES             02SEP2010   NO                                  pH                   

                                                       YES             02SEP2010   NO                                  Specific gravity     

                                                       YES             02SEP2010   NO                                  Protein              

                                                       YES             02SEP2010   NO                                  Glucose              

                                                       YES             02SEP2010   NO                                  Ketone bodies        

                                                       YES             02SEP2010   NO                                  Bilirubin            

                                                       YES             02SEP2010   NO                                  Blood                

                                                       YES             02SEP2010   NO                                  Nitrite              

                                                       YES             02SEP2010   NO                                  Urobilinogen         

                                                       YES             02SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             02SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             02SEP2010   NO                                  Casts                

                                                       YES             02SEP2010   NO                                  Crystals             

                                                       YES             02SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             11OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             11OCT2010   NO                                  Transparency         

                                                       YES             11OCT2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  057       044            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  058       045            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  058       045            Arthronat     WEEK 4 (V6)   YES             11OCT2010   NO                                  Specific gravity     

                                                       YES             11OCT2010   NO                                  Protein              

                                                       YES             11OCT2010   NO                                  Glucose              

                                                       YES             11OCT2010   NO                                  Ketone bodies        

                                                       YES             11OCT2010   NO                                  Bilirubin            

                                                       YES             11OCT2010   NO                                  Blood                

                                                       YES             11OCT2010   NO                                  Nitrite              

                                                       YES             11OCT2010   NO                                  Urobilinogen         

                                                       YES             11OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             11OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             11OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             11OCT2010   NO                                  Casts                

                                                       YES             11OCT2010   NO                                  Crystals             

                                                       YES             11OCT2010   NO                                  Anyother             

                                                                                                                                            

  059       066            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  058       045            Arthronat     1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  059       066            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  059       066            Placebo       WEEK 4 (V6)   YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  060       071            Arthronat     SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  059       066            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  060       071            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  060       071            Arthronat     WEEK 4 (V6)   YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  061       057            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  060       071            Arthronat     NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  061       057            Placebo       YELLOW      NORMAL                           

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.016       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         TRACES      ABNORMAL **NCS                   

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         4-5         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  061       057            Placebo       WEEK 4 (V6)   YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  062       063            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  063       070            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  061       057            Placebo                                                    

                                                                                      

  062       063            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NORMAL      NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  063       070            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                      



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  063       070            Placebo       SCREENING     YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  064       073            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  063       070            Placebo       CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  064       073            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  064       073            Placebo       SCREENING     YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  065       067            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  064       073            Placebo       NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  065       067            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         SL. TURBID  ABNORMAL **NCS                   

                                         6.0         NORMAL                           

                                         1.018       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  065       067            Placebo       SCREENING     YES             14SEP2010   NO                                  Nitrite              

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  066       059            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  065       067            Placebo       PRESENT     NORMAL                           

                                         (+)                                          

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         10-12       ABNORMAL **NCS                   

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         SL. TURBID  ABNORMAL **NCS                   

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  066       059            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  066       059            Placebo       SCREENING     YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  067       075            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  066       059            Placebo       0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  067       075            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  067       075            Placebo       SCREENING     YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  068       061            Placebo       SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  067       075            Placebo                                                    

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  068       061            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  068       061            Placebo       WEEK 4 (V6)   YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  069       072            Arthronat     SCREENING     YES             14SEP2010                                       Colour               

                                                                                                                                            

                                                       YES             14SEP2010                                       Transparency         

                                                       YES             14SEP2010                                       pH                   

                                                       YES             14SEP2010                                       Specific gravity     

                                                       YES             14SEP2010                                       Protein              

                                                       YES             14SEP2010                                       Glucose              

                                                       YES             14SEP2010                                       Ketone bodies        

                                                       YES             14SEP2010                                       Bilirubin            

                                                       YES             14SEP2010                                       Blood                

                                                       YES             14SEP2010                                       Nitrite              

                                                       YES             14SEP2010                                       Urobilinogen         

                                                       YES             14SEP2010                                       RBC's (/hpf)         

                                                       YES             14SEP2010                                       PUS Cells (/hpf)     

                                                       YES             14SEP2010                                       Epithelial (/hpf)    

                                                       YES             14SEP2010                                       Casts                

                                                       YES             14SEP2010                                       Crystals             

                                                       YES             14SEP2010                                       Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  068       061            Placebo       7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  069       072            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  069       072            Arthronat     WEEK 4 (V6)   YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  070       068            Arthronat     SCREENING     YES             14SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             14SEP2010   NO                                  Transparency         

                                                       YES             14SEP2010   NO                                  pH                   

                                                       YES             14SEP2010   NO                                  Specific gravity     

                                                       YES             14SEP2010   NO                                  Protein              

                                                       YES             14SEP2010   NO                                  Glucose              

                                                       YES             14SEP2010   NO                                  Ketone bodies        

                                                       YES             14SEP2010   NO                                  Bilirubin            

                                                       YES             14SEP2010   NO                                  Blood                

                                                       YES             14SEP2010   NO                                  Nitrite              

                                                       YES             14SEP2010   NO                                  Urobilinogen         

                                                       YES             14SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             14SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             14SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             14SEP2010   NO                                  Casts                

                                                       YES             14SEP2010   NO                                  Crystals             

                                                       YES             14SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  069       072            Arthronat     ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  070       068            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         4-5         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  070       068            Arthronat     WEEK 4 (V6)   YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  071       065            Arthronat     SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency         

                                                       YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose              

                                                       YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite              

                                                       YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)   



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  070       068            Arthronat     NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  071       065            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  071       065            Arthronat     WEEK 4 (V6)   YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  072       060            Arthronat     SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency         

                                                       YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose              

                                                       YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite              

                                                       YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  071       065            Arthronat     NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  072       060            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         6-8         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  073       062            Arthronat     SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency         

                                                       YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose              

                                                       YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite              

                                                       YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

                                                                                                                                            

  074       058            Placebo       SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  073       062            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         6.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         1-2         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         YELLOW      NORMAL                           

                                         SL. TURBID  ABNORMAL **NCS                   

                                         6.0         NORMAL                           

                                         1.022       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         PRESENT     ABNORMAL **NCS                   

                                         (+)                                          

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         05-06       ABNORMAL **NCS                   

                                         10-12       ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         AMORPHOUS   ABNORMAL **NCS                   

                                         SEEN                                         

                                                                                      

  074       058            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  074       058            Placebo       SCREENING     YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose              

                                                       YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite              

                                                       YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  075       064            Arthronat     SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency         

                                                       YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  074       058            Placebo       7.0         NORMAL                           

                                         NOT DONE    NOT DONE                         

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         TRACES      ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  075       064            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  075       064            Arthronat     SCREENING     YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite              

                                                       YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  076       069            Arthronat     SCREENING     YES             16SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             16SEP2010   NO                                  Transparency         

                                                       YES             16SEP2010   NO                                  pH                   

                                                       YES             16SEP2010   NO                                  Specific gravity     

                                                       YES             16SEP2010   NO                                  Protein              

                                                       YES             16SEP2010   NO                                  Glucose              

                                                       YES             16SEP2010   NO                                  Ketone bodies        

                                                       YES             16SEP2010   NO                                  Bilirubin            

                                                       YES             16SEP2010   NO                                  Blood                

                                                       YES             16SEP2010   NO                                  Nitrite             



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  075       064            Arthronat     ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  076       069            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  076       069            Arthronat     SCREENING     YES             16SEP2010   NO                                  Urobilinogen         

                                                       YES             16SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             16SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             16SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             16SEP2010   NO                                  Casts                

                                                       YES             16SEP2010   NO                                  Crystals             

                                                       YES             16SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             25OCT2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             25OCT2010   NO                                  Transparency         

                                                       YES             25OCT2010   NO                                  pH                   

                                                       YES             25OCT2010   NO                                  Specific gravity     

                                                       YES             25OCT2010   NO                                  Protein              

                                                       YES             25OCT2010   NO                                  Glucose              

                                                       YES             25OCT2010   NO                                  Ketone bodies        

                                                       YES             25OCT2010   NO                                  Bilirubin            

                                                       YES             25OCT2010   NO                                  Blood                

                                                       YES             25OCT2010   NO                                  Nitrite              

                                                       YES             25OCT2010   NO                                  Urobilinogen         

                                                       YES             25OCT2010   NO                                  RBC's (/hpf)         

                                                       YES             25OCT2010   NO                                  PUS Cells (/hpf)     

                                                       YES             25OCT2010   NO                                  Epithelial (/hpf)    

                                                       YES             25OCT2010   NO                                  Casts                

                                                       YES             25OCT2010   NO                                  Crystals             

                                                       YES             25OCT2010   NO                                  Anyother             

                                                                                                                                            

  077       074            Arthronat     SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)   



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  076       069            Arthronat     NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         2-3         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  077       074            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         1.0         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  077       074            Arthronat     SCREENING     YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                   

                                                       YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies        

                                                       YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen         

                                                       YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts                

                                                       YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                            

  078       079            Arthronat     SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother            



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  077       074            Arthronat     NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         0.5         ABNORMAL **NCS                   

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  078       079            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                     



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  078       079            Arthronat     WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                   

                                                       YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies        

                                                       YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen         

                                                       YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts                

                                                       YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                            

  079       077            Arthronat     SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                  



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  078       079            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  079       077            Arthronat     LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.008       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  079       077            Arthronat     WEEK 4 (V6)   YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies        

                                                       YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen         

                                                       YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts                

                                                       YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                            

  080       076            Placebo       SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                   

                                                       YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies       



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  079       077            Arthronat     1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  080       076            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  080       076            Placebo       WEEK 4 (V6)   YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen         

                                                       YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts                

                                                       YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                            

  081       078            Placebo       SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                   

                                                       YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies        

                                                       YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen        



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  080       076            Placebo       NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  081       078            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.011       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         5-6         ABNORMAL **NCS                   

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.014       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  081       078            Placebo       WEEK 4 (V6)   YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts                

                                                       YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                            

  082       080            Placebo       SCREENING     YES             28SEP2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             28SEP2010   NO                                  Transparency         

                                                       YES             28SEP2010   NO                                  pH                   

                                                       YES             28SEP2010   NO                                  Specific gravity     

                                                       YES             28SEP2010   NO                                  Protein              

                                                       YES             28SEP2010   NO                                  Glucose              

                                                       YES             28SEP2010   NO                                  Ketone bodies        

                                                       YES             28SEP2010   NO                                  Bilirubin            

                                                       YES             28SEP2010   NO                                  Blood                

                                                       YES             28SEP2010   NO                                  Nitrite              

                                                       YES             28SEP2010   NO                                  Urobilinogen         

                                                       YES             28SEP2010   NO                                  RBC's (/hpf)         

                                                       YES             28SEP2010   NO                                  PUS Cells (/hpf)     

                                                       YES             28SEP2010   NO                                  Epithelial (/hpf)    

                                                       YES             28SEP2010   NO                                  Casts                

                                                       YES             28SEP2010   NO                                  Crystals             

                                                       YES             28SEP2010   NO                                  Anyother             

                                         WEEK 4 (V6)   YES             02NOV2010   NO                                  Colour               

                                                                                                                                            

                                                       YES             02NOV2010   NO                                  Transparency         

                                                       YES             02NOV2010   NO                                  pH                   

                                                       YES             02NOV2010   NO                                  Specific gravity     

                                                       YES             02NOV2010   NO                                  Protein              

                                                       YES             02NOV2010   NO                                  Glucose              

                                                       YES             02NOV2010   NO                                  Ketone bodies        

                                                       YES             02NOV2010   NO                                  Bilirubin            

                                                       YES             02NOV2010   NO                                  Blood                

                                                       YES             02NOV2010   NO                                  Nitrite              

                                                       YES             02NOV2010   NO                                  Urobilinogen         

                                                       YES             02NOV2010   NO                                  RBC's (/hpf)         

                                                       YES             02NOV2010   NO                                  PUS Cells (/hpf)     

                                                       YES             02NOV2010   NO                                  Epithelial (/hpf)    

                                                       YES             02NOV2010   NO                                  Casts               



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  081       078            Placebo       NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         3-4         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                                                                      

  082       080            Placebo       LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.012       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         1-2         NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                                                                      

                                         LIGHT       NORMAL                           

                                         YELLOW                                       

                                         CLEAR       NORMAL                           

                                         7.0         NORMAL                           

                                         1.009       NORMAL                           

                                         NIL         NORMAL                           

                                         NIL         NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         ABSENT      NORMAL                           

                                         NEGATIVE    NORMAL                           

                                         NORMAL      NORMAL                           

                                         NIL         NORMAL                           

                                         0-1         NORMAL                           

                                         0-1         NORMAL                           

                                         NIL         NORMAL                          



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                                         Date of                            

                                                       Urine           Date of                           retest                             

  Patient   Randomization                              analysis test   sample      Retest                sample                             

  number    number         Treatment     Visit name    performed       collection  performed   Reason    collection    Lab tests            

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  082       080            Placebo       WEEK 4 (V6)   YES             02NOV2010   NO                                  Crystals             

                                                       YES             02NOV2010   NO                                  Anyother             

                                                                                                                                           



MA-CT-10-002 

16.2.8.2 LISTING OF URINE ANALYSIS  BY PATIENT 

 

                                                                                      

                                                                                      

  Patient   Randomization                                                Comments if  

  number    number         Treatment     Values      Findings            abnormal CS  

  ----------------------------------------------------------------------------------- 

                                                                                      

  082       080            Placebo       NIL         NORMAL                           

                                                                                      

                                                                                      



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.8.3 
 

Urine Pregnancy Test 
 
 
 
 
 
 



MA-CT-10-002 

16.2.8.3 LISTING OF URINE PREGNANCY TEST BY PATIENT 

 

  Patient   Randomization                  Visit       If  not          UPT                                                           

  number    number           Treatment     name        applicable       performed   If no, Reason         Date of UPT  Result of UPT  

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  001       007              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  002       005              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  003       003              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  004       004              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  005       006              Arthronat     SCREENING                    YES                               14JUL2010    NEGATIVE       

                                                                                                                                      

  006       009              Arthronat     SCREENING                    NO          TUBECTOMY DONE 11                                 

                                                                                    YEARS BACK                                        

                                                                                                                                      

  007       001              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  008       008              Arthronat     SCREENING                    NO          POST OP HYSTRECTOMY                               

                                                                                                                                      

  009       010              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                    SINCE 2005                                        

                                                                                                                                      

  010       002              Placebo       SCREENING                    YES                               15JUL2010    NEGATIVE       

                                                                                                                                      

  011       016              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  012       011              Arthronat     SCREENING                    NO          POST MENOPAUSAL.                                  

                                                                                                                                      

  013       014              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  014       013              Arthronat     SCREENING                    NO          POST HYSTRECTOMY                                  

                                                                                    STATUS                                            

                                                                                                                                      

  015       012              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  016       015              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  018       026              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                    STATUS                                            

                                                                                                                                      

  019       018              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  020       027              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  021       023              Arthronat     SCREENING   NA                                                                            



MA-CT-10-002 

16.2.8.3 LISTING OF URINE PREGNANCY TEST BY PATIENT 

 

  Patient   Randomization                  Visit       If  not          UPT                                                           

  number    number           Treatment     name        applicable       performed   If no, Reason         Date of UPT  Result of UPT  

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

                                                                                                                                      

  022       024              Arthronat     SCREENING                    YES                               27JUL2010    NEGATIVE       

                                                                                                                                      

  023       022              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  024       020              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  025       017              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  026       021              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  027       025              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  028       019              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  029       029              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  030       028              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  031       031              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  032       032              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  033       039              Arthronat     SCREENING                    NO          UNDERGONE                                         

                                                                                    HYSTERECTOMY IN 2008                              

                                                                                                                                      

  034       040              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  035       038              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  036       033              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  037       037              Arthronat     SCREENING                    NO          UNDERGONE                                         

                                                                                    HYSTERECTOMY                                      

                                                                                                                                      

  038       035              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  039       034              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  040       036              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  041       030              Placebo       SCREENING   NA                                                                             

                                                                                                                                     



MA-CT-10-002 

16.2.8.3 LISTING OF URINE PREGNANCY TEST BY PATIENT 

 

  Patient   Randomization                  Visit       If  not          UPT                                                           

  number    number           Treatment     name        applicable       performed   If no, Reason         Date of UPT  Result of UPT  

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  042       050              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  043       052              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  045       043              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  046       053              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  047       054              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  048       055              Placebo       SCREENING                    NO          BECAUSE OF POST                                   

                                                                                    MENOPAUSAL STATUS                                 

                                                                                                                                      

  049       056              Arthronat     SCREENING                    NO          AS THE PATIENT IS                                 

                                                                                    POST MENOPAUSAL                                   

                                                                                                                                      

  050       046              Arthronat     SCREENING                    NO          PAST HYSTERECTOMY                                 

                                                                                    STATUS                                            

                                                                                                                                      

  051       049              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  052       048              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  053       047              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  054       042              Arthronat     SCREENING                    NO          POST HYSTRECTOMY                                  

                                                                                                                                      

  055       041              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  056       051              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  057       044              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  058       045              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  059       066              Placebo       SCREENING                    YES                               14SEP2010    NEGATIVE       

                                                                                                                                      

  060       071              Arthronat     SCREENING                    NO          POST OPERATIVE                                    

                                                                                    HYSTRECTOMY                                       

                                                                                                                                      

  061       057              Placebo       SCREENING                    NO          POST HYSTRECTOMY                                  

                                                                                                                                      

  062       063              Placebo       SCREENING                    YES                               14SEP2010    NEGATIVE      



MA-CT-10-002 

16.2.8.3 LISTING OF URINE PREGNANCY TEST BY PATIENT 

 

  Patient   Randomization                  Visit       If  not          UPT                                                           

  number    number           Treatment     name        applicable       performed   If no, Reason         Date of UPT  Result of UPT  

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

                                                                                                                                      

  063       070              Placebo       SCREENING                    YES                               14SEP2010    NEGATIVE       

                                                                                                                                      

  064       073              Placebo       SCREENING                    YES                               14SEP2010    NEGATIVE       

                                                                                                                                      

  065       067              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  066       059              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  067       075              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  068       061              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  069       072              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  070       068              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  071       065              Arthronat     SCREENING                    NO          UNDERWENT                                         

                                                                                    HYSTERECTOMY IN NOV                               

                                                                                    2008                                              

                                                                                                                                      

  072       060              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  073       062              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  074       058              Placebo       SCREENING   NA                                                                             

                                                                                                                                      

  075       064              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  076       069              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  077       074              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  078       079              Arthronat     SCREENING   NA                                                                             

                                                                                                                                      

  079       077              Arthronat     SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  080       076              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  081       078              Placebo       SCREENING                    NO          POST MENOPAUSAL                                   

                                                                                                                                      

  082       080              Placebo       SCREENING   NA                                                                             

                                                                                                                                      



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.9 
 

ACR Classification Criteria and Review 
of Hip and Knee 

 
 
 
 
 



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  001       007              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  002       005              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  003       003              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  004       004              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  001       007              Placebo       NA                                                                                          

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      NO                    INDEX JOINT IN                             

                                                                                            SHOULDER                                   

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  002       005              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  003       003              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  004       004              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  004       004              Placebo       BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  005       006              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  006       009              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  007       001              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  008       008              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  004       004              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  005       006              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  006       009              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  007       001              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  008       008              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  008       008              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  009       010              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  010       002              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  011       016              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  012       011              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  008       008              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  009       010              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  010       002              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  011       016              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  012       011              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  012       011              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  013       014              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  014       013              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  015       012              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  012       011              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  013       014              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  014       013              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  015       012              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  016       015              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  018       026              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  019       018              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  020       027              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  016       015              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  018       026              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  019       018              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  020       027              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  020       027              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  021       023              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  022       024              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  023       022              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  024       020              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  020       027              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  021       023              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  022       024              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  023       022              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  024       020              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  024       020              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  025       017              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  026       021              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  027       025              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  024       020              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  025       017              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  026       021              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  027       025              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  028       019              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  029       029              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  030       028              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  031       031              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  028       019              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  029       029              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  030       028              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  031       031              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  031       031              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  032       032              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  033       039              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  034       040              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  031       031              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  032       032              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  033       039              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  034       040              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  035       038              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  036       033              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  037       037              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  038       035              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  035       038              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  036       033              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  037       037              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  038       035              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  039       034              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  040       036              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  041       030              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  042       050              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  039       034              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  040       036              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  041       030              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  042       050              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  043       052              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  045       043              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  046       053              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  047       054              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  048       055              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  043       052              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  045       043              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  046       053              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  047       054              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  048       055              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  048       055              Placebo       BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  049       056              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  050       046              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  051       049              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  052       048              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  048       055              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  049       056              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  050       046              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  051       049              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  052       048              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  052       048              Placebo       BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  053       047              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  054       042              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  055       041              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  056       051              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  052       048              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  053       047              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  054       042              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  055       041              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  056       051              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

                                                                                                                                      

  057       044              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                      

  058       045              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  059       066              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  060       071              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS III    

                                                                                         SELF-CARE ACTIVITIES, BUT                    

                                                                                         LIMITED IN VOCATIONAL AND                    

                                                                                         AVOCATIONAL ACTIVITIES                       

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

                                                                                                                                       

  057       044              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  058       045              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  059       066              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  060       071              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  061       057              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  062       063              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  063       070              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  064       073              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  061       057              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  062       063              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  063       070              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  064       073              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  064       073              Placebo       BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  065       067              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  066       059              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  067       075              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  064       073              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  065       067              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  066       059              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  067       075              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  068       061              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  069       072              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  070       068              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  071       065              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  068       061              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  069       072              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  070       068              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  071       065              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  071       065              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  072       060              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  073       062              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  074       058              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  071       065              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  072       060              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  073       062              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  074       058              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  075       064              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  076       069              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  077       074              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  078       079              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                  



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  075       064              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  076       069              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  077       074              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  078       079              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  078       079              Arthronat     BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  079       077              Arthronat     SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  080       076              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                      

  081       078              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  078       079              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  079       077              Arthronat                                YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  080       076              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

  081       078              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                      



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                                       ACR criteria of       If no                                                    

  Patient   Randomization                  Visit       functional status     specify                                                  

  number    number           Treatment     name        in RA done            reason      Description                     Class        

  ----------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                      

  082       080              Placebo       SCREENING   YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                           BASELINE    YES                               ABLE TO PERFORM USUAL           CLASS II     

                                                                                         SELF-CARE ACTIVITIES AND                     

                                                                                         VOCATIONAL ACTIVITIES, BUT                   

                                                                                         LIMITED IN AVOCATIONAL                       

                                                                                         ACTIVITIES                                   

                                                                                                                                     



MA-CT-10-002 

16.2.9 LISTING OF ACR CLASSIFICATION CRITERIA OF FUNCTIONAL STATUS IN RHEUMATOID ARTHRITIS AND REVIEW OF ACR CRITERIA FOR OA OF HIP AND 

KNEE BY PATIENT 

 

                                           If review of ACR           ACR criteria for OA                                              

  Patient   Randomization                  criteria for OA of hip     of hip and knee       Reason if not    ACR criteria for OA of    

  number    number           Treatment     and knee not applicable    reviewed              reviewed         hip and knee fulfilled    

  ------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                       

  082       080              Placebo                                  YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                      YES                                    YES                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       

                                                                                                                                       



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.10 
 

Concomitant Medication 
 
 
 
 



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                Concomitant                                                          Total daily     

  number    number           Visit name    Treatment     medication   Indication        Start date   Stop date    Ongoing     dose            

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              CM            Placebo       NO                                                                                   

                                                                                                                                              

  002       005              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  003       003              CM            Placebo       YES          LOOSE STOOL       24JUL2010    26JUL2010                2               

                                                                                                                                              

  004       004              CM            Placebo       NO                                                                                   

                                                                                                                                              

  005       006              CM            Arthronat     YES          LOOSE STOOLS      24JUL2010    26JUL2010                2               

                                                                                                                                              

  006       009              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  007       001              CM            Placebo       NO                                                                                   

                                                                                                                                              

  008       008              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  009       010              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  010       002              CM            Placebo       NO                                                                                   

                                                                                                                                              

  011       016              CM            Placebo       NO                                                                                   

                                                                                                                                              

  012       011              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  013       014              CM            Placebo       NO                                                                                   

                                                                                                                                              

  014       013              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  015       012              CM            Placebo       NO                                                                                   

                                                                                                                                              

  016       015              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  018       026              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  019       018              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  020       027              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  021       023              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  022       024              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  023       022              CM            Placebo       NO                                                                                  



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                                                                   Supplementary   

  number    number           Visit name    Treatment     Units       Frequency                  Route       pages used      

  ------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                            

  001       007              CM            Placebo                                                                          

                                                                                                                            

  002       005              CM            Arthronat                                                                        

                                                                                                                            

  003       003              CM            Placebo       CAPSULES    TWO TIME A DAY-BID         ORAL                        

                                                                                                                            

  004       004              CM            Placebo                                                                          

                                                                                                                            

  005       006              CM            Arthronat     CAPSULES    TWO TIME A DAY-BID         ORAL                        

                                                                                                                            

  006       009              CM            Arthronat                                                                        

                                                                                                                            

  007       001              CM            Placebo                                                                          

                                                                                                                            

  008       008              CM            Arthronat                                                                        

                                                                                                                            

  009       010              CM            Arthronat                                                                        

                                                                                                                            

  010       002              CM            Placebo                                                                          

                                                                                                                            

  011       016              CM            Placebo                                                                          

                                                                                                                            

  012       011              CM            Arthronat                                                                        

                                                                                                                            

  013       014              CM            Placebo                                                                          

                                                                                                                            

  014       013              CM            Arthronat                                                                        

                                                                                                                            

  015       012              CM            Placebo                                                                          

                                                                                                                            

  016       015              CM            Arthronat                                                                        

                                                                                                                            

  018       026              CM            Arthronat                                                                        

                                                                                                                            

  019       018              CM            Arthronat                                                                        

                                                                                                                            

  020       027              CM            Arthronat                                                                        

                                                                                                                            

  021       023              CM            Arthronat                                                                        

                                                                                                                            

  022       024              CM            Arthronat                                                                        

                                                                                                                            

  023       022              CM            Placebo                                                                         



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                Concomitant                                                          Total daily     

  number    number           Visit name    Treatment     medication   Indication        Start date   Stop date    Ongoing     dose            

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

                                                                                                                                              

  024       020              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  025       017              CM            Placebo       NO                                                                                   

                                                                                                                                              

  026       021              CM            Placebo       NO                                                                                   

                                                                                                                                              

  027       025              CM            Placebo       NO                                                                                   

                                                                                                                                              

  028       019              CM            Placebo       NO                                                                                   

                                                                                                                                              

  029       029              CM            Placebo       NO                                                                                   

                                                                                                                                              

  030       028              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  031       031              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  032       032              CM            Placebo       NO                                                                                   

                                                                                                                                              

  033       039              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  034       040              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  035       038              CM            Placebo       NO                                                                                   

                                                                                                                                              

  036       033              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  037       037              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  038       035              CM            Placebo       NO                                                                                   

                                                                                                                                              

  039       034              CM            Placebo       NO                                                                                   

                                                                                                                                              

  040       036              CM            Placebo       NO                                                                                   

                                                                                                                                              

  041       030              CM            Placebo       NO                                                                                   

                                                                                                                                              

  042       050              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  043       052              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  045       043              CM            Arthronat     NO                                                                                   

                                                                                                                                             



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                                                                   Supplementary   

  number    number           Visit name    Treatment     Units       Frequency                  Route       pages used      

  ------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                            

                                                                                                                            

  024       020              CM            Arthronat                                                                        

                                                                                                                            

  025       017              CM            Placebo                                                                          

                                                                                                                            

  026       021              CM            Placebo                                                                          

                                                                                                                            

  027       025              CM            Placebo                                                                          

                                                                                                                            

  028       019              CM            Placebo                                                                          

                                                                                                                            

  029       029              CM            Placebo                                                                          

                                                                                                                            

  030       028              CM            Arthronat                                                                        

                                                                                                                            

  031       031              CM            Arthronat                                                                        

                                                                                                                            

  032       032              CM            Placebo                                                                          

                                                                                                                            

  033       039              CM            Arthronat                                                                        

                                                                                                                            

  034       040              CM            Arthronat                                                                        

                                                                                                                            

  035       038              CM            Placebo                                                                          

                                                                                                                            

  036       033              CM            Arthronat                                                                        

                                                                                                                            

  037       037              CM            Arthronat                                                                        

                                                                                                                            

  038       035              CM            Placebo                                                                          

                                                                                                                            

  039       034              CM            Placebo                                                                          

                                                                                                                            

  040       036              CM            Placebo                                                                          

                                                                                                                            

  041       030              CM            Placebo                                                                          

                                                                                                                            

  042       050              CM            Arthronat                                                                        

                                                                                                                            

  043       052              CM            Arthronat                                                                        

                                                                                                                            

  045       043              CM            Arthronat                                                                        

                                                                                                                           



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                Concomitant                                                          Total daily     

  number    number           Visit name    Treatment     medication   Indication        Start date   Stop date    Ongoing     dose            

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  046       053              CM            Placebo       NO                                                                                   

                                                                                                                                              

  047       054              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  048       055              CM            Placebo       NO                                                                                   

                                                                                                                                              

  049       056              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  050       046              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  051       049              CM            Placebo       NO                                                                                   

                                                                                                                                              

  052       048              CM            Placebo       NO                                                                                   

                                                                                                                                              

  053       047              CM            Placebo       NO                                                                                   

                                                                                                                                              

  054       042              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  055       041              CM            Placebo       NO                                                                                   

                                                                                                                                              

  056       051              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  057       044              CM            Placebo       NO                                                                                   

                                                                                                                                              

  058       045              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  059       066              CM            Placebo       NO                                                                                   

                                                                                                                                              

  060       071              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  061       057              CM            Placebo       NO                                                                                   

                                                                                                                                              

  062       063              CM            Placebo       NO                                                                                   

                                                                                                                                              

  063       070              CM            Placebo       NO                                                                                   

                                                                                                                                              

  064       073              CM            Placebo       NO                                                                                   

                                                                                                                                              

  065       067              CM            Placebo       NO                                                                                   

                                                                                                                                              

  066       059              CM            Placebo       NO                                                                                   

                                                                                                                                              

  067       075              CM            Placebo       NO                                                                                  



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                                                                   Supplementary   

  number    number           Visit name    Treatment     Units       Frequency                  Route       pages used      

  ------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                            

  046       053              CM            Placebo                                                                          

                                                                                                                            

  047       054              CM            Arthronat                                                                        

                                                                                                                            

  048       055              CM            Placebo                                                                          

                                                                                                                            

  049       056              CM            Arthronat                                                                        

                                                                                                                            

  050       046              CM            Arthronat                                                                        

                                                                                                                            

  051       049              CM            Placebo                                                                          

                                                                                                                            

  052       048              CM            Placebo                                                                          

                                                                                                                            

  053       047              CM            Placebo                                                                          

                                                                                                                            

  054       042              CM            Arthronat                                                                        

                                                                                                                            

  055       041              CM            Placebo                                                                          

                                                                                                                            

  056       051              CM            Arthronat                                                                        

                                                                                                                            

  057       044              CM            Placebo                                                                          

                                                                                                                            

  058       045              CM            Arthronat                                                                        

                                                                                                                            

  059       066              CM            Placebo                                                                          

                                                                                                                            

  060       071              CM            Arthronat                                                                        

                                                                                                                            

  061       057              CM            Placebo                                                                          

                                                                                                                            

  062       063              CM            Placebo                                                                          

                                                                                                                            

  063       070              CM            Placebo                                                                          

                                                                                                                            

  064       073              CM            Placebo                                                                          

                                                                                                                            

  065       067              CM            Placebo                                                                          

                                                                                                                            

  066       059              CM            Placebo                                                                          

                                                                                                                            

  067       075              CM            Placebo                                                                         



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                Concomitant                                                          Total daily     

  number    number           Visit name    Treatment     medication   Indication        Start date   Stop date    Ongoing     dose            

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

                                                                                                                                              

  068       061              CM            Placebo       NO                                                                                   

                                                                                                                                              

  069       072              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  070       068              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  071       065              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  072       060              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  073       062              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  074       058              CM            Placebo       NO                                                                                   

                                                                                                                                              

  075       064              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  076       069              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  077       074              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  078       079              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  079       077              CM            Arthronat     NO                                                                                   

                                                                                                                                              

  080       076              CM            Placebo       NO                                                                                   

                                                                                                                                              

  081       078              CM            Placebo       NO                                                                                   

                                                                                                                                              

  082       080              CM            Placebo       NO                                                                                   

                                                                                                                                             



MA-CT-10-002 

16.2.10 LISTING OF CONCOMITANT MEDICATION BY PATIENT 

 

  Patient   Randomization                                                                                   Supplementary   

  number    number           Visit name    Treatment     Units       Frequency                  Route       pages used      

  ------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                            

                                                                                                                            

  068       061              CM            Placebo                                                                          

                                                                                                                            

  069       072              CM            Arthronat                                                                        

                                                                                                                            

  070       068              CM            Arthronat                                                                        

                                                                                                                            

  071       065              CM            Arthronat                                                                        

                                                                                                                            

  072       060              CM            Arthronat                                                                        

                                                                                                                            

  073       062              CM            Arthronat                                                                        

                                                                                                                            

  074       058              CM            Placebo                                                                          

                                                                                                                            

  075       064              CM            Arthronat                                                                        

                                                                                                                            

  076       069              CM            Arthronat                                                                        

                                                                                                                            

  077       074              CM            Arthronat                                                                        

                                                                                                                            

  078       079              CM            Arthronat                                                                        

                                                                                                                            

  079       077              CM            Arthronat                                                                        

                                                                                                                            

  080       076              CM            Placebo                                                                          

                                                                                                                            

  081       078              CM            Placebo                                                                          

                                                                                                                            

  082       080              CM            Placebo                                                                          

                                                                                                                            



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.11 
 

Alcohol History 
 
 
 



MA-CT-10-002 

16.2.11 LISTING OF ALCOHOL HISTORY BY PATIENT 

 

                                                                                 Currently       Currently       Formerly        Formerly      

                                                                                 consumes        consumes        consumed        consumed      

  Patient   Randomization                  Visit                                 alcohol date    alcohol         alcohol date    alcohol       

  number    number           Treatment     name        Alcohol history           started         duration        stopped         duration      

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  001       007              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  002       005              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  003       003              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  004       004              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  005       006              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  006       009              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  007       001              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  008       008              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  009       010              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  010       002              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  011       016              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  012       011              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  013       014              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  014       013              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  015       012              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  016       015              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  018       026              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  019       018              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  020       027              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  021       023              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  022       024              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                 



MA-CT-10-002 

16.2.11 LISTING OF ALCOHOL HISTORY BY PATIENT 

 

                                                                                 Currently       Currently       Formerly        Formerly      

                                                                                 consumes        consumes        consumed        consumed      

  Patient   Randomization                  Visit                                 alcohol date    alcohol         alcohol date    alcohol       

  number    number           Treatment     name        Alcohol history           started         duration        stopped         duration      

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

                                                                                                                                               

  023       022              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  024       020              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  025       017              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  026       021              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  027       025              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  028       019              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  029       029              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  030       028              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  031       031              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  032       032              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  033       039              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  034       040              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  035       038              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  036       033              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  037       037              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  038       035              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  039       034              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  040       036              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  041       030              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  042       050              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                              



MA-CT-10-002 

16.2.11 LISTING OF ALCOHOL HISTORY BY PATIENT 

 

                                                                                 Currently       Currently       Formerly        Formerly      

                                                                                 consumes        consumes        consumed        consumed      

  Patient   Randomization                  Visit                                 alcohol date    alcohol         alcohol date    alcohol       

  number    number           Treatment     name        Alcohol history           started         duration        stopped         duration      

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  043       052              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  045       043              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  046       053              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  047       054              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  048       055              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  049       056              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  050       046              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  051       049              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  052       048              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  053       047              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  054       042              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  055       041              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  056       051              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  057       044              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  058       045              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  059       066              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  060       071              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  061       057              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  062       063              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  063       070              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  064       073              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                 



MA-CT-10-002 

16.2.11 LISTING OF ALCOHOL HISTORY BY PATIENT 

 

                                                                                 Currently       Currently       Formerly        Formerly      

                                                                                 consumes        consumes        consumed        consumed      

  Patient   Randomization                  Visit                                 alcohol date    alcohol         alcohol date    alcohol       

  number    number           Treatment     name        Alcohol history           started         duration        stopped         duration      

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

                                                                                                                                               

  065       067              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  066       059              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  067       075              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  068       061              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  069       072              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  070       068              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  071       065              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  072       060              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  073       062              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  074       058              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  075       064              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  076       069              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  077       074              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  078       079              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  079       077              Arthronat     SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  080       076              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  081       078              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               

  082       080              Placebo       SCREENING   NEVER CONSUMED ALCOHOL                                                                  

                                                                                                                                               



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.12 
 

Dispensing of Study Medication 
 
 



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  001       007            Placebo       BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  002       005            Arthronat     BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  003       003            Placebo       BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  004       004            Placebo       BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  005       006            Arthronat     BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  006       009            Arthronat     BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  007       001            Placebo       BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  008       008            Arthronat     BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  009       010            Arthronat     BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  001       007            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  002       005            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  003       003            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  004       004            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  005       006            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  006       009            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  007       001            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  008       008            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  009       010            Arthronat                                                

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  009       010            Arthronat     WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  010       002            Placebo       BASELINE      YES                                    042                 23JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  011       016            Placebo       BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  012       011            Arthronat     BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  013       014            Placebo       BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  014       013            Arthronat     BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  015       012            Placebo       BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  016       015            Arthronat     BASELINE      YES                                    042                 28JUL2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  018       026            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  009       010            Arthronat                                                

                                                                                    

                                                                                    

  010       002            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  011       016            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  012       011            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  013       014            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  014       013            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  015       012            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  016       015            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  018       026            Arthronat                                                

                                                                                    

                                                                                    

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

                                                                                                                                          

  019       018            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  020       027            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  021       023            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  022       024            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  023       022            Placebo       BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  024       020            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  025       017            Placebo       BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  026       021            Placebo       BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  027       025            Placebo       BASELINE      YES                                    042                 04AUG2010              



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

                                                                                    

  019       018            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  020       027            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  021       023            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  022       024            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  023       022            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  024       020            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  025       017            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  026       021            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  027       025            Placebo                                                 



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  027       025            Placebo       WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  028       019            Placebo       BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  029       029            Placebo       BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  030       028            Arthronat     BASELINE      YES                                    042                 04AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  031       031            Arthronat     BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  032       032            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  033       039            Arthronat     BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  034       040            Arthronat     BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  035       038            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  027       025            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

  028       019            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  029       029            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  030       028            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  031       031            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  032       032            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  033       039            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  034       040            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  035       038            Placebo                                                  

                                                                                    

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  035       038            Placebo       WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  036       033            Arthronat     BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  037       037            Arthronat     BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  038       035            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  039       034            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  040       036            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  041       030            Placebo       BASELINE      YES                                    042                 10AUG2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  042       050            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  043       052            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                         



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  035       038            Placebo                                                  

                                                                                    

  036       033            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  037       037            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  038       035            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  039       034            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  040       036            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  041       030            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  042       050            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  043       052            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  045       043            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  046       053            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  047       054            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  048       055            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  049       056            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  050       046            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  051       049            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  052       048            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  053       047            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  045       043            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  046       053            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  047       054            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  048       055            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  049       056            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  050       046            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  051       049            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  052       048            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  053       047            Placebo                                                  

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  053       047            Placebo       WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  054       042            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  055       041            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  056       051            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  057       044            Placebo       BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  058       045            Arthronat     BASELINE      YES                                    042                 13SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  059       066            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  060       071            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  061       057            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  053       047            Placebo                                                  

                                                                                    

                                                                                    

  054       042            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  055       041            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  056       051            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  057       044            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  058       045            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  059       066            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  060       071            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  061       057            Placebo                                                  

                                                                                    

                                                                                    

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

                                                                                                                                          

  062       063            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  063       070            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  064       073            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  065       067            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  066       059            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  067       075            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  068       061            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  069       072            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  070       068            Arthronat     BASELINE      YES                                    042                 27SEP2010              



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

                                                                                    

  062       063            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  063       070            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  064       073            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  065       067            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  066       059            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  067       075            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  068       061            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  069       072            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  070       068            Arthronat                                               



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  070       068            Arthronat     WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  071       065            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  072       060            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  073       062            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  074       058            Placebo       BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  075       064            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  076       069            Arthronat     BASELINE      YES                                    042                 27SEP2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  077       074            Arthronat     BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  078       079            Arthronat     BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                        



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  070       068            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

  071       065            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  072       060            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  073       062            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  074       058            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  075       064            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  076       069            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  077       074            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  078       079            Arthronat                                                

                                                                                    

                                                                                   



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                                                                  If no       Total No. of                                

  Patient   Randomization                              Study medication           specify     study medications   First study medication  

  number    number         Treatment     Visit name    dispensed to the subject   reason      dispensed           administration date     

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  078       079            Arthronat     WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  079       077            Arthronat     BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  080       076            Placebo       BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  081       078            Placebo       BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                          

  082       080            Placebo       BASELINE      YES                                    042                 06OCT2010               

                                         WEEK 1 (V3)   YES                                    042                                         

                                         WEEK 2 (V4)   YES                                    042                                         

                                         WEEK 3 (V5)   YES                                    042                                         

                                                                                                                                         



MA-CT-10-002 

16.2.12 LISTING OF DISPENSING OF STUDY MEDICATION BY PATIENT 

 

                                         Unscheduled visit-total                    

  Patient   Randomization                No. of study medications   Reason for      

  number    number         Treatment     dispensed                  dispensing      

  --------------------------------------------------------------------------------- 

                                                                                    

  078       079            Arthronat                                                

                                                                                    

  079       077            Arthronat                                                

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  080       076            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  081       078            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    

  082       080            Placebo                                                  

                                                                                    

                                                                                    

                                                                                    

                                                                                    



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.13 
 

Dispensing of Subject Diary 
 



MA-CT-10-002 

16.2.13 LISTING OF DISPENSING OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Was the subject                                                

  number    number           Treatment     Visit name    diary dispensed       If no, reason                            

  --------------------------------------------------------------------------------------------------------------------- 

                                                                                                                        

  001       007              Placebo       SCREENING     YES                                                            

                                                                                                                        

  002       005              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  003       003              Placebo       SCREENING     YES                                                            

                                                                                                                        

  004       004              Placebo       SCREENING     YES                                                            

                                                                                                                        

  005       006              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  006       009              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  007       001              Placebo       SCREENING     YES                                                            

                                                                                                                        

  008       008              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  009       010              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  010       002              Placebo       SCREENING     YES                                                            

                                                                                                                        

  011       016              Placebo       SCREENING     YES                                                            

                                                                                                                        

  012       011              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  013       014              Placebo       SCREENING     YES                                                            

                                                                                                                        

  014       013              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  015       012              Placebo       SCREENING     YES                                                            

                                                                                                                        

  016       015              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  018       026              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  019       018              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  020       027              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  021       023              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  022       024              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  023       022              Placebo       SCREENING     YES                                                           



MA-CT-10-002 

16.2.13 LISTING OF DISPENSING OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Was the subject                                                

  number    number           Treatment     Visit name    diary dispensed       If no, reason                            

  --------------------------------------------------------------------------------------------------------------------- 

                                                                                                                        

                                                                                                                        

  024       020              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  025       017              Placebo       SCREENING     YES                                                            

                                                                                                                        

  026       021              Placebo       SCREENING     YES                                                            

                                                                                                                        

  027       025              Placebo       SCREENING     YES                                                            

                                                                                                                        

  028       019              Placebo       SCREENING     YES                                                            

                                                                                                                        

  029       029              Placebo       SCREENING     YES                                                            

                                                                                                                        

  030       028              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  031       031              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  032       032              Placebo       SCREENING     YES                                                            

                                                                                                                        

  033       039              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  034       040              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  035       038              Placebo       SCREENING     YES                                                            

                                                                                                                        

  036       033              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  037       037              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  038       035              Placebo       SCREENING     YES                                                            

                                                                                                                        

  039       034              Placebo       SCREENING     YES                                                            

                                                                                                                        

  040       036              Placebo       SCREENING     YES                                                            

                                                                                                                        

  041       030              Placebo       SCREENING     YES                                                            

                                                                                                                        

  042       050              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  043       052              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  045       043              Arthronat     SCREENING     YES                                                            

                                                                                                                       



MA-CT-10-002 

16.2.13 LISTING OF DISPENSING OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Was the subject                                                

  number    number           Treatment     Visit name    diary dispensed       If no, reason                            

  --------------------------------------------------------------------------------------------------------------------- 

                                                                                                                        

  046       053              Placebo       SCREENING     YES                                                            

                                                                                                                        

  047       054              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  048       055              Placebo       SCREENING     YES                                                            

                                                                                                                        

  049       056              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  050       046              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  051       049              Placebo       SCREENING     YES                                                            

                                                                                                                        

  052       048              Placebo       SCREENING     YES                                                            

                                                                                                                        

  053       047              Placebo       SCREENING     YES                                                            

                                                                                                                        

  054       042              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  055       041              Placebo       SCREENING     YES                                                            

                                                                                                                        

  056       051              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  057       044              Placebo       SCREENING     YES                                                            

                                                                                                                        

  058       045              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  059       066              Placebo       SCREENING     YES                                                            

                                                                                                                        

  060       071              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  061       057              Placebo       SCREENING     YES                                                            

                                                                                                                        

  062       063              Placebo       SCREENING     YES                                                            

                                                                                                                        

  063       070              Placebo       SCREENING     YES                                                            

                                                                                                                        

  064       073              Placebo       SCREENING     YES                                                            

                                                                                                                        

  065       067              Placebo       SCREENING     YES                                                            

                                                                                                                        

  066       059              Placebo       SCREENING     YES                                                            

                                                                                                                        

  067       075              Placebo       SCREENING     YES                                                           



MA-CT-10-002 

16.2.13 LISTING OF DISPENSING OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Was the subject                                                

  number    number           Treatment     Visit name    diary dispensed       If no, reason                            

  --------------------------------------------------------------------------------------------------------------------- 

                                                                                                                        

                                                                                                                        

  068       061              Placebo       SCREENING     YES                                                            

                                                                                                                        

  069       072              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  070       068              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  071       065              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  072       060              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  073       062              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  074       058              Placebo       SCREENING     YES                                                            

                                                                                                                        

  075       064              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  076       069              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  077       074              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  078       079              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  079       077              Arthronat     SCREENING     YES                                                            

                                                                                                                        

  080       076              Placebo       SCREENING     YES                                                            

                                                                                                                        

  081       078              Placebo       SCREENING     YES                                                            

                                                                                                                        

  082       080              Placebo       SCREENING     YES                                                            

                                                                                                                        



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.14 
 

Early Withdrawal-End of Study Form 



MA-CT-10-002 

16.2.14 LISTING OF EARLY WITHDRAWAL / END OF STUDY FORM BY PATIENT 

 

                                                      Subject       Date of study                                                              

  Patient  Randomization                              complete      completion /          Date of     Reason for non                           

  number   number         Treatment     Visit name    the study     withdrawal            death       completion       Specify adverse events  

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  001      007            Placebo       END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  002      005            Arthronat     END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  003      003            Placebo       END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  004      004            Placebo       END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  005      006            Arthronat     END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  006      009            Arthronat     END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  007      001            Placebo       END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  008      008            Arthronat     END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  009      010            Arthronat     END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  010      002            Placebo       END OF STUDY  YES           21AUG2010                                                                  

                                                                                                                                               

  011      016            Placebo       END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  012      011            Arthronat     END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  013      014            Placebo       END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  014      013            Arthronat     END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  015      012            Placebo       END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  016      015            Arthronat     END OF STUDY  YES           25AUG2010                                                                  

                                                                                                                                               

  018      026            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  019      018            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  020      027            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  021      023            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  022      024            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                              



MA-CT-10-002 

16.2.14 LISTING OF EARLY WITHDRAWAL / END OF STUDY FORM BY PATIENT 

 

                                                      Subject       Date of study                                                              

  Patient  Randomization                              complete      completion /          Date of     Reason for non                           

  number   number         Treatment     Visit name    the study     withdrawal            death       completion       Specify adverse events  

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  023      022            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  024      020            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  025      017            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  026      021            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  027      025            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  028      019            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  029      029            Placebo       END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  030      028            Arthronat     END OF STUDY  YES           01SEP2010                                                                  

                                                                                                                                               

  031      031            Arthronat     END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  032      032            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  033      039            Arthronat     END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  034      040            Arthronat     END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  035      038            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  036      033            Arthronat     END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  037      037            Arthronat     END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  038      035            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  039      034            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  040      036            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  041      030            Placebo       END OF STUDY  YES           07SEP2010                                                                  

                                                                                                                                               

  042      050            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  043      052            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                              



MA-CT-10-002 

16.2.14 LISTING OF EARLY WITHDRAWAL / END OF STUDY FORM BY PATIENT 

 

                                                      Subject       Date of study                                                              

  Patient  Randomization                              complete      completion /          Date of     Reason for non                           

  number   number         Treatment     Visit name    the study     withdrawal            death       completion       Specify adverse events  

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  045      043            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  046      053            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  047      054            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  048      055            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  049      056            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  050      046            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  051      049            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  052      048            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  053      047            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  054      042            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  055      041            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  056      051            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  057      044            Placebo       END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  058      045            Arthronat     END OF STUDY  YES           11OCT2010                                                                  

                                                                                                                                               

  059      066            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  060      071            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  061      057            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  062      063            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  063      070            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  064      073            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  065      067            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                              



MA-CT-10-002 

16.2.14 LISTING OF EARLY WITHDRAWAL / END OF STUDY FORM BY PATIENT 

 

                                                      Subject       Date of study                                                              

  Patient  Randomization                              complete      completion /          Date of     Reason for non                           

  number   number         Treatment     Visit name    the study     withdrawal            death       completion       Specify adverse events  

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  066      059            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  067      075            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  068      061            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  069      072            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  070      068            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  071      065            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  072      060            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  073      062            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  074      058            Placebo       END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  075      064            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  076      069            Arthronat     END OF STUDY  YES           25OCT2010                                                                  

                                                                                                                                               

  077      074            Arthronat     END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               

  078      079            Arthronat     END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               

  079      077            Arthronat     END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               

  080      076            Placebo       END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               

  081      078            Placebo       END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               

  082      080            Placebo       END OF STUDY  YES           02NOV2010                                                                  

                                                                                                                                               



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.15 
 

Inclusion Criteria 



MA-CT-10-002 

16.2.15 LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  001       007              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  002       005              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                          



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  002       005              Arthronat     3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  003       003              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  003       003              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  004       004              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15 LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  004       004              Placebo       6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  005       006              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15 LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  005       006              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  006       009              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  007       001              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15 LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  007       001              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  008       008              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15 LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  008       008              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  009       010              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  009       010              Arthronat     5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  010       002              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  010       002              Placebo       6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  011       016              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  011       016              Placebo       8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  012       011              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  013       014              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  013       014              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  014       013              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  014       013              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  015       012              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  015       012              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  016       015              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  016       015              Arthronat     6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  018       026              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  018       026              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  019       018              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  020       027              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  020       027              Arthronat     2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  021       023              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       
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  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  021       023              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  022       024              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       
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  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  022       024              Arthronat     5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  023       022              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 
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  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  023       022              Placebo       6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  024       020              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    
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  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  024       020              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  025       017              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  026       021              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  026       021              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  027       025              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  027       025              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  028       019              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  028       019              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  029       029              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  029       029              Placebo       6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  030       028              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  030       028              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  031       031              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  032       032              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  032       032              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  033       039              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  033       039              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  034       040              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  034       040              Arthronat     5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  035       038              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 
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16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  035       038              Placebo       6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  036       033              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  036       033              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  037       037              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  038       035              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  038       035              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  039       034              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  039       034              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  040       036              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  040       036              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  041       030              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  041       030              Placebo       6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  042       050              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  042       050              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  043       052              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  045       043              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  045       043              Arthronat     2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  046       053              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  046       053              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  047       054              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  047       054              Arthronat     5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  048       055              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  048       055              Placebo       6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  049       056              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  049       056              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  050       046              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  051       049              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  051       049              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  052       048              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  052       048              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  053       047              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  053       047              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  054       042              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  054       042              Arthronat     6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  055       041              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  055       041              Placebo       8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  056       051              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  057       044              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  057       044              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  058       045              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  058       045              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  059       066              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  059       066              Placebo       5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  060       071              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  060       071              Arthronat     6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  061       057              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  061       057              Placebo       8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  062       063              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  063       070              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  063       070              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  064       073              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  064       073              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       YES        

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  065       067              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  065       067              Placebo       5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  066       059              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  066       059              Placebo       6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  067       075              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  067       075              Placebo       8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  068       061              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  069       072              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  069       072              Arthronat     2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  070       068              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  070       068              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  071       065              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  071       065              Arthronat     5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  072       060              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  072       060              Arthronat     6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  073       062              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  073       062              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  074       058              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  075       064              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  075       064              Arthronat     2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  076       069              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  076       069              Arthronat     4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  077       074              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  077       074              Arthronat     5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  078       079              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                 



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  078       079              Arthronat     6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  079       077              Arthronat     1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                    



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  079       077              Arthronat     8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  080       076              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  081       078              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  081       078              Placebo       2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES        

                                           4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           YES        

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        NA         

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          

  082       080              Placebo       1           Male and female patients = 18 yrs of age in general good health         YES        

                                           2           A previously diagnosed (atleast 3 months prior to the screening         YES        

                                                       visit) case of osteoarthritis of hip, knees based on the ACR Clinical              

                                                       Classification criteria for osteoarthritis or a previously diagnosed               

                                                       (atleast 3 months prior to screening visit) case on shoulders, neck                

                                                       and wrists based on the clinical and radiographic findings                         

                                           3A          Screening WOMAC score between 10 - 40 (only for osteoarthritis of hip   YES        

                                                       andknee)                                                                           

                                           3B          Baseline VAS score of = 4                                               YES       



MA-CT-10-002 

16.2.15  LISTING OF INCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                  Serial                                                                                         

  number    number           Treatment     number      Inclusion criteria                                                      Response   

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  082       080              Placebo       4           Subject must be willing to discontinue all the pain medications         YES        

                                                       before starting the study drug except the rescue medications                       

                                                       (Paracetamol or ibuprofen) for the entire duration of the study                    

                                           5A          Female subjects will be considered to be of non-child bearing           NA         

                                                       potential if she has undergone hysterectomy and/or bilateral                       

                                                       Oopherectomy or if she has attained menopause (amenorrhea for the                  

                                                       last consecutive 12 months)                                                        

                                           5B          If female subject is of child bearing potential – she must not be       NA         

                                                       pregnant (negative urine pregnancy test at screening) or lactating or              

                                                       planning to become pregnant during the study duration. She must                    

                                                       remain be abstinent or use adequate contraception[oral                             

                                                       contraceptives; contraceptive patches/rings/implants/injected;                     

                                                       Norplant®; Depo-Provera®; barrier methods (e.g., condom and                        

                                                       spermicide); IUD]                                                                  

                                           6           All male subjects must agree that they or their female spouses /        YES        

                                                       partners will use adequate contraception or should remain sexually                 

                                                       inactive throughout the study or their spouse / partner must be of                 

                                                       non – child bearing potential                                                      

                                           7           Subjects must demonstrate their willingness to participate in the       YES        

                                                       study and comply with the study procedures and required visits                     

                                           8           Have the ability to understand and sign a written informed consent      YES        

                                                       form, which must be completed prior to study specific tasks being                  

                                                       performed                                                                          

                                           9           Must be willing to authorize use and disclosure of protected health     YES        

                                                       information collected for the study                                                

                                                                                                                                          



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.16 
 

Exclusion Criteria 
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  002       005              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  002       005              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  003       003              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  003       003              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  003       003              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  004       004              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  004       004              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  005       006              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  005       006              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  005       006              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  006       009              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  006       009              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  007       001              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  007       001              Placebo       SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  008       008              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  008       008              Arthronat     SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  009       010              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  009       010              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  010       002              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  010       002              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  010       002              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  011       016              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  011       016              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  012       011              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  012       011              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  012       011              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  013       014              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  013       014              Placebo       SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  014       013              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  014       013              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  015       012              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  015       012              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  016       015              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  016       015              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  018       026              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  018       026              Arthronat     SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  018       026              Arthronat     SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  019       018              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  019       018              Arthronat     SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  020       027              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  020       027              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  020       027              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  021       023              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  021       023              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  022       024              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  022       024              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  023       022              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  023       022              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  024       020              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  024       020              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  025       017              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  025       017              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  025       017              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  026       021              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  026       021              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  027       025              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  027       025              Placebo       SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  027       025              Placebo       SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  028       019              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  028       019              Placebo       SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  029       029              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  029       029              Placebo       SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  030       028              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           
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  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  030       028              Arthronat     SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  031       031              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          
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  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  031       031              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  032       032              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       
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  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  032       032              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             
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  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  032       032              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  033       039              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             
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  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  033       039              Arthronat     SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  034       040              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  034       040              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  034       040              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  035       038              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  035       038              Placebo       SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  036       033              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  036       033              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  037       037              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  037       037              Arthronat     SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  038       035              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  038       035              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  039       034              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  039       034              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  039       034              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  040       036              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  040       036              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  041       030              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  041       030              Placebo       SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  041       030              Placebo       SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  042       050              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  042       050              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  043       052              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  043       052              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  045       043              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  045       043              Arthronat     SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  046       053              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  046       053              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  047       054              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  047       054              Arthronat     SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  047       054              Arthronat     SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  048       055              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  048       055              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  049       056              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  049       056              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  049       056              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  050       046              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  050       046              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  051       049              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  051       049              Placebo       SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  052       048              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  052       048              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  053       047              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  053       047              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  054       042              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  054       042              Arthronat     SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  054       042              Arthronat     SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  055       041              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  055       041              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  056       051              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  056       051              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  056       051              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  057       044              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  057       044              Placebo       SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  058       045              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  058       045              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  059       066              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  059       066              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  060       071              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  060       071              Arthronat     SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  061       057              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  061       057              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  061       057              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  062       063              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  062       063              Placebo       SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  063       070              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  063       070              Placebo       SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  063       070              Placebo       SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  064       073              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  064       073              Placebo       SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  065       067              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  065       067              Placebo       SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  066       059              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  066       059              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  067       075              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  067       075              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  068       061              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  068       061              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  068       061              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  069       072              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  069       072              Arthronat     SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  070       068              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  070       068              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  070       068              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  071       065              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  071       065              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  072       060              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  072       060              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                             



MA-CT-10-002 

16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  073       062              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  073       062              Arthronat     SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  074       058              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  074       058              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  075       064              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  075       064              Arthronat     SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  075       064              Arthronat     SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  076       069              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  076       069              Arthronat     SCREENING     9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  077       074              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                      
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  077       074              Arthronat     SCREENING     4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                    
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  077       074              Arthronat     SCREENING     16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  078       079              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  078       079              Arthronat     SCREENING     10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  079       077              Arthronat     SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                          
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  079       077              Arthronat     SCREENING     5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  080       076              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                           
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  080       076              Placebo       SCREENING     11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  081       078              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                        

                                                         2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                          
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  081       078              Placebo       SCREENING     7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO              

                                                         13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              

  082       080              Placebo       SCREENING     1           Subject with history of disease which may involve the    NO              

                                                                     index joint including but not limited to rheumatoid                      

                                                                     arthritis, any inflammatory joint disease, metabolic                     

                                                                     bone disease(gout, pseudo gout etc), bone tumours,                       

                                                                     joint infections (reactive arthritis, septic                             

                                                                     arthritis), avascular necrosis (especially of neck of                    

                                                                     femur), neuropathic disorders etc                                       
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  082       080              Placebo       SCREENING     2           Any history of trauma or surgery to the index joint      NO              

                                                                     (joint under the study) or any planned surgery                           

                                                                     (diagnostic or therapeutic intervention) to the index                    

                                                                     joint during the participation in the study                              

                                                         3           Subjects belonging to Functional class IV as per the     NO              

                                                                     ACR criteria for functional status                                       

                                                         4*          Radiographic evidence of grade 4 osteoarthritis based    NO              

                                                                     on the Kellgren and Lawrence radiographic criteria for                   

                                                                     osteoarthritis                                                           

                                                         5*          Any obvious bony deformity or enlargement (including     NO              

                                                                     bony enlargement as per radiography, joint effusion                      

                                                                     etc) or any signs of acute inflammation of the joint                     

                                                                     due to arthritis                                                         

                                                         6           Subject with history of any severe painful condition     NO              

                                                                     which requires the use of regular analgesia and                          

                                                                     confound the self assessments of pain caused by                          

                                                                     osteoarthritis                                                           

                                                         7           Any previous use of corticosteroids (oral or             NO              

                                                                     parentral), hyaluronic acid (intra-articular) for the                    

                                                                     treatment of osteoarthritis or any other medical                         

                                                                     condition                                                                

                                                         8*          Use of prohibited medications for duration as            NO              

                                                                     specified in the protocol prior to baseline                              

                                                         9           Subjects consuming > 150mg/day of aspirin at             NO              

                                                                     screening. Subjects consuming = 150 mg / day aspirin                     

                                                                     (for non-analgesic indications) should be on a stable                    

                                                                     dose for atleast 30 days prior to screening                              

                                                         10*         Subjects with significant medical conditions – chronic   NO              

                                                                     liver disease (AST / ALT = 3xUNL or total bilirubin =                    

                                                                     2xUNL), renal disease (creatinine = 1.5xUNL ),                           

                                                                     significant cardiovascular or pulmonary disorder,                        

                                                                     severe hypertension (as per JNC VII classification–                      

                                                                     refer appendix XIII), HIV positive (by history), Hep B                   

                                                                     or Hep C positive (by history                                            

                                                         11          Subjects with uncontrolled diabetes mellitus             NO              

                                                                     complicated with diabetic neuropathy, diabetics with                     

                                                                     prior history or concomitant usage of insulin                            

                                                         12          Any previous history of alcohol abuse or any drug abuse  NO             
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16.2.16 LISTING OF EXCLUSION CRITERIA BY PATIENT 

 

  Patient   Randomization                                Serial                                                                               

  number    number           Treatment     Visit name    number      Exclusion criteria                                       Response        

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  082       080              Placebo       SCREENING     13          Patients who have any other disease or condition, or     NO              

                                                                     are using any medication, that in the judgment of the                    

                                                                     investigator would put the patient at unacceptable                       

                                                                     risk for participation in the study or may interfere                     

                                                                     with evaluations in the study or noncompliancewith                       

                                                                     treatment or visits                                                      

                                                         14*         Patients who have participated in a study of an          NO              

                                                                     investigational drug 30 days prior to the baseline                       

                                                         15          Any history or evidence of allergy to fish or any fish   NO              

                                                                     products in the past                                                     

                                                         16          Patients who are unable to comply with study             NO              

                                                                     requirements                                                             

                                                                                                                                              



 
 
 
 
 
 
 
 
 

APPENDIX 16.2.17 
 

Informed Consent 



MA-CT-10-002 

16.2.17 LISTING OF INFORMED CONSENT BY PATIENT 

 

  Patient   Randomization                  Visit                                 

  number    number           Treatment     name        Date of informed consent  

  ------------------------------------------------------------------------------ 

                                                                                 

  001       007              Placebo       SCREENING   14JUL2010                 

                                                                                 

  002       005              Arthronat     SCREENING   14JUL2010                 

                                                                                 

  003       003              Placebo       SCREENING   14JUL2010                 

                                                                                 

  004       004              Placebo       SCREENING   14JUL2010                 

                                                                                 

  005       006              Arthronat     SCREENING   14JUL2010                 

                                                                                 

  006       009              Arthronat     SCREENING   15JUL2010                 

                                                                                 

  007       001              Placebo       SCREENING   15JUL2010                 

                                                                                 

  008       008              Arthronat     SCREENING   15JUL2010                 

                                                                                 

  009       010              Arthronat     SCREENING   15JUL2010                 

                                                                                 

  010       002              Placebo       SCREENING   15JUL2010                 

                                                                                 

  011       016              Placebo       SCREENING   19JUL2010                 

                                                                                 

  012       011              Arthronat     SCREENING   19JUL2010                 

                                                                                 

  013       014              Placebo       SCREENING   19JUL2010                 

                                                                                 

  014       013              Arthronat     SCREENING   20JUL2010                 

                                                                                 

  015       012              Placebo       SCREENING   20JUL2010                 

                                                                                 

  016       015              Arthronat     SCREENING   20JUL2010                 

                                                                                 

  018       026              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  019       018              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  020       027              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  021       023              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  022       024              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  023       022              Placebo       SCREENING   27JUL2010                



MA-CT-10-002 

16.2.17 LISTING OF INFORMED CONSENT BY PATIENT 

 

  Patient   Randomization                  Visit                                 

  number    number           Treatment     name        Date of informed consent  

  ------------------------------------------------------------------------------ 

                                                                                 

                                                                                 

  024       020              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  025       017              Placebo       SCREENING   27JUL2010                 

                                                                                 

  026       021              Placebo       SCREENING   27JUL2010                 

                                                                                 

  027       025              Placebo       SCREENING   27JUL2010                 

                                                                                 

  028       019              Placebo       SCREENING   27JUL2010                 

                                                                                 

  029       029              Placebo       SCREENING   27JUL2010                 

                                                                                 

  030       028              Arthronat     SCREENING   27JUL2010                 

                                                                                 

  031       031              Arthronat     SCREENING   02AUG2010                 

                                                                                 

  032       032              Placebo       SCREENING   02AUG2010                 

                                                                                 

  033       039              Arthronat     SCREENING   02AUG2010                 

                                                                                 

  034       040              Arthronat     SCREENING   02AUG2010                 

                                                                                 

  035       038              Placebo       SCREENING   02AUG2010                 

                                                                                 

  036       033              Arthronat     SCREENING   02AUG2010                 

                                                                                 

  037       037              Arthronat     SCREENING   02AUG2010                 

                                                                                 

  038       035              Placebo       SCREENING   02AUG2010                 

                                                                                 

  039       034              Placebo       SCREENING   02AUG2010                 

                                                                                 

  040       036              Placebo       SCREENING   02AUG2010                 

                                                                                 

  041       030              Placebo       SCREENING   02AUG2010                 

                                                                                 

  042       050              Arthronat     SCREENING   31AUG2010                 

                                                                                 

  043       052              Arthronat     SCREENING   31AUG2010                 

                                                                                 

  045       043              Arthronat     SCREENING   31AUG2010                 
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  Patient   Randomization                  Visit                                 

  number    number           Treatment     name        Date of informed consent  

  ------------------------------------------------------------------------------ 

                                                                                 

  046       053              Placebo       SCREENING   31AUG2010                 

                                                                                 

  047       054              Arthronat     SCREENING   31AUG2010                 

                                                                                 

  048       055              Placebo       SCREENING   31AUG2010                 

                                                                                 

  049       056              Arthronat     SCREENING   31AUG2010                 

                                                                                 

  050       046              Arthronat     SCREENING   31AUG2010                 

                                                                                 

  051       049              Placebo       SCREENING   31AUG2010                 

                                                                                 

  052       048              Placebo       SCREENING   02SEP2010                 

                                                                                 

  053       047              Placebo       SCREENING   02SEP2010                 

                                                                                 

  054       042              Arthronat     SCREENING   02SEP2010                 

                                                                                 

  055       041              Placebo       SCREENING   02SEP2010                 

                                                                                 

  056       051              Arthronat     SCREENING   02SEP2010                 

                                                                                 

  057       044              Placebo       SCREENING   02SEP2010                 

                                                                                 

  058       045              Arthronat     SCREENING   02SEP2010                 

                                                                                 

  059       066              Placebo       SCREENING   14SEP2010                 

                                                                                 

  060       071              Arthronat     SCREENING   14SEP2010                 

                                                                                 

  061       057              Placebo       SCREENING   14SEP2010                 

                                                                                 

  062       063              Placebo       SCREENING   14SEP2010                 

                                                                                 

  063       070              Placebo       SCREENING   14SEP2010                 

                                                                                 

  064       073              Placebo       SCREENING   14SEP2010                 

                                                                                 

  065       067              Placebo       SCREENING   14SEP2010                 

                                                                                 

  066       059              Placebo       SCREENING   14SEP2010                 

                                                                                 

  067       075              Placebo       SCREENING   14SEP2010                
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  Patient   Randomization                  Visit                                 

  number    number           Treatment     name        Date of informed consent  

  ------------------------------------------------------------------------------ 

                                                                                 

                                                                                 

  068       061              Placebo       SCREENING   14SEP2010                 

                                                                                 

  069       072              Arthronat     SCREENING   14SEP2010                 

                                                                                 

  070       068              Arthronat     SCREENING   14SEP2010                 

                                                                                 

  071       065              Arthronat     SCREENING   16SEP2010                 

                                                                                 

  072       060              Arthronat     SCREENING   16SEP2010                 

                                                                                 

  073       062              Arthronat     SCREENING   16SEP2010                 

                                                                                 

  074       058              Placebo       SCREENING   16SEP2010                 

                                                                                 

  075       064              Arthronat     SCREENING   16SEP2010                 

                                                                                 

  076       069              Arthronat     SCREENING   16SEP2010                 

                                                                                 

  077       074              Arthronat     SCREENING   28SEP2010                 

                                                                                 

  078       079              Arthronat     SCREENING   28SEP2010                 

                                                                                 

  079       077              Arthronat     SCREENING   28SEP2010                 

                                                                                 

  080       076              Placebo       SCREENING   28SEP2010                 

                                                                                 

  081       078              Placebo       SCREENING   28SEP2010                 

                                                                                 

  082       080              Placebo       SCREENING   28SEP2010                 

                                                                                 



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.18 

 

Investigator’s Comments 
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16.2.18 LISTING OF INVESTIGATOR’S COMMENTS BY PATIENT 

 

  Patient  Randomization                                If not      Visit                                                 Supplementary   

  number   number           Treatment     Visit name    applicable  numbers     Date        Comments                      pages used      

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  001      007              Placebo       INV COMMENTS              VISIT 3     30JUL2010   PATIENT HAD NO RELIEF OF                      

                                                                    [WEEK 1]                PAIN SINCE LAST VISIT.                        

                                                                    VISIT 4     06AUG2010   PATIENT WAS COMFORTABLE,                      

                                                                    [WEEK 2]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5     13AUG2010   PATIENT IS UNHAPPY AS PAIN                    

                                                                    [WEEK 3]                HAS INCREASED THAN LAST                       

                                                                                            VISIT.                                        

                                                                    VISIT 6     21AUG2010   PATIENT IS NOT HAPPY. PAIN                    

                                                                    [WEEK 4]                HAS NOT REDUCED.                              

                                                                                                                                          

  002      005              Arthronat     INV COMMENTS              VISIT 3     30JUL2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                HAD NO COMPLAINTS IN                          

                                                                                            SPECIFIC.                                     

                                                                    VISIT 4     06AUG2010   PATIENT WAS COMFORTABLE,                      

                                                                    [WEEK 2]                PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT.                              

                                                                    VISIT 5     13AUG2010   PATIENT WAS COMFORTABLE, AS                   

                                                                    [WEEK 3]                THE PAIN HAD REDUCED THAN                     

                                                                                            LAST VISIT.                                   

                                                                    VISIT 6     21AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                WAS HAPPY WITH STUDY DRUG.                    

                                                                                            PAIN IS BETTER                                

                                                                                            COMPARATIVELY.                                

                                                                                                                                          

  003      003              Placebo       INV COMMENTS              VISIT 3     30JUL2010   PATIENT COMPLAINED OF PAIN                    

                                                                    [WEEK 1]                IN RIGHT KNEE & LOOSE                         

                                                                                            STOOLS FROM 24/7/10 TO                        

                                                                                            25/7/10.                                      

                                                                    VISIT 4     06AUG2010   PATIENT WAS NOT VERY                          

                                                                    [WEEK 2]                COMFORTABLE AND COMPLAINED                    

                                                                                            OF PAIN IN KNEES.                             

                                                                    VISIT 5     13AUG2010   PATIENT WAS NOT                               

                                                                    [WEEK 3]                COMFORTABLE, AS THERE IS NO                   

                                                                                            CHANGE IN PAIN SINCE LAST                     

                                                                                            VISIT.                                        

                                                                    VISIT 6     21AUG2010   PATIENT WAS NOT VERY                          

                                                                    [WEEK 4]                COMFORTABLE AS THERE IS NO                    

                                                                                            CHANGE IN PAIN.                               

                                                                                                                                          

  004      004              Placebo       INV COMMENTS              VISIT 3     30JUL2010   PATIENT FEEL BETTER IN                        

                                                                    [WEEK 1]                LOWER BACK BUT NO CHANGE IN                   

                                                                                            KNEES.                                       
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  Patient  Randomization                                If not      Visit                                                 Supplementary   

  number   number           Treatment     Visit name    applicable  numbers     Date        Comments                      pages used      

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  004      004              Placebo       INV COMMENTS              VISIT 4     06AUG2010   AS PER PATIENT, THERE IN NO                   

                                                                    [WEEK 2]                CHANGE IN KNEE PAIN.                          

                                                                    VISIT 5     13AUG2010   PATIENT WAS COMFORTABLE &                     

                                                                    [WEEK 3]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6     21AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                                                                                          

  005      006              Arthronat     INV COMMENTS              VISIT 3 -   30JUL2010   PATIENT WAS COMFORTABLE,      YES             

                                                                    WEEK 1                  PAIN WAS COMPARATIVELY                        

                                                                                            BETTER SINCE LAST VISIT.                      

                                                                                            PATIENT EXPERIENCED LOOSE                     

                                                                                            STOOLS 2-3 EPISODES FOR 3                     

                                                                                            DAYS                                          

                                                                    VISIT 6 -   21AUG2010   PATIENT WAS COMFORTABLE AS                    

                                                                    WEEK 4                  PAIN IS COMPARATIVELY                         

                                                                                            BETTER. PATIENT IS HAPPY                      

                                                                                            WITH THE STUDY DRUG.                          

                                                                    VISIT 4 -   06AUG2010   PATIENT WAS COMFORTABLE,                      

                                                                    WEEK 2                  PATIENT SAID SHE IS FEELING                   

                                                                                            BETTER THAN LAST VISIT.                       

                                                                    VISIT 5 -   13AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 3                  FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                                                                                          

  006      009              Arthronat     INV COMMENTS              VISIT 3     30JUL2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                WAS FEELING BETTER THAN                       

                                                                                            LAST VISIT.                                   

                                                                    VISIT 4     06AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 2]                PAIN IS BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5     13AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 3]                IS FEELING BETTER THAN LAST                   

                                                                                            VISIT.                                        

                                                                    VISIT 6     21AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                IS HAPPY WITH STUDY DRUG,                     

                                                                                            AS IT HAS GIVEN HER RELIEF                    

                                                                                            FORM THE PAIN.                                

                                                                                                                                          

  007      001              Placebo       INV COMMENTS              VISIT 3 -   30JUL2010   PATIENT WAS COMFORTABLE,                      

                                                                    WEEK 1                  PAIN IS COMPARATIVELY                         

                                                                                            BETTER THAN LAST VISIT.                      
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  Patient  Randomization                                If not      Visit                                                 Supplementary   

  number   number           Treatment     Visit name    applicable  numbers     Date        Comments                      pages used      

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  007      001              Placebo       INV COMMENTS              VISIT 4 -   06AUG2010   PATIENT WAS COMFORTABLE,                      

                                                                    WEEK 2                  PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT.                              

                                                                    VISIT 5 -   13AUG2010   PATIENT WAS COMFORTABLE &                     

                                                                    WEEK 3                  FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6 -   21AUG2010   PATIENT WAS VERY                              

                                                                    WEEK 4                  COMFORTABLE, AS THE PAIN                      

                                                                                            HAS REDUCED COMPARATIVELY.                    

                                                                                            PATIENT IS HAPPY WITH THE                     

                                                                                            STUDY DURG.                                   

                                                                                                                                          

  008      008              Arthronat     INV COMMENTS              VISIT 3 -   30JUL2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 1                  HAD NO COMPAINTS IN                           

                                                                                            SPECIFIC.                                     

                                                                    VISIT 4 -   06AUG2010   PATIENT WAS COMFORTABLE                       

                                                                    WEEK 2                  WITH TAKING TABLETS, BUT NO                   

                                                                                            CHANGE IN PAIN                                

                                                                    VISIT 5 -   13AUG2010   PATIENT IS NOT HAPPY WITH                     

                                                                    WEEK 3                  DRUG, AS THERE IS NO RELIEF                   

                                                                                            FROM PAIN.                                    

                                                                    VISIT 6 -   21AUG2010   PATIENT WAS NOT                               

                                                                    WEEK 4                  COMFORTABLE, AS THERE IS NO                   

                                                                                            RELIEF FROM PAIN.                             

                                                                                                                                          

  009      010              Arthronat     INV COMMENTS              VISIT 3 -   30JUL2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 1                  HAD NO COMPALINTS IN                          

                                                                                            SPECIFIC.                                     

                                                                    VISIT 4 -   06AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 2                  FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5 -   13AUG2010   PATIENT IS COMFORTABLE AND                    

                                                                    WEEK 3                  FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6 -   21AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 4                  HAPPY WITH STUDY DRUG.                        

                                                                                            PATIENT IS FEELING MUCH                       

                                                                                            BETTER THAN BEFORE.                           

                                                                                                                                          

  010      002              Placebo       INV COMMENTS              VISIT 3 -   30JUL2010   PATIENT WAS COMFORTABLE                       

                                                                    WEEK 1                  WALKING, BUT WAS FINDING                      

                                                                                            DIFFICULT TO SQUAT                           
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  Patient  Randomization                                If not      Visit                                                 Supplementary   

  number   number           Treatment     Visit name    applicable  numbers     Date        Comments                      pages used      

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  010      002              Placebo       INV COMMENTS              VISIT 4 -   06AUG2010   PATIENT WAS NOT HAPPY WITH                    

                                                                    WEEK 2                  STUDY DRUG, AS SHE HAD NO                     

                                                                                            RELIEF IN PAIN.                               

                                                                    VISIT 5 -   13AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 3                  FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6 -   21AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    WEEK 4                  FEELING BETTER THAN LAST                      

                                                                                            VISIT. PATIENT IS HAPPY                       

                                                                                            WITH THE DRUG.                                

                                                                                                                                          

  011      016              Placebo       INV COMMENTS              VISIT - 3   04AUG2010   LEFT KNEE PAIN NOT REDUCED                    

                                                                                            FEELING INCREASED IN THE                      

                                                                                            PAIN INTENSITY                                

                                                                    VISIT - 4   11AUG2010   NOT REDUCED IN THE PAIN                       

                                                                                            INTENSITY OF PAIN SAME                        

                                                                    VISIT - 5   18AUG2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            TREATMENT NO RELIF IN THE                     

                                                                                            PAIN                                          

                                                                    VISIT 6     25AUG2010   PAIN INTENSITY NO CHANGES                     

                                                                                            FEELING THE SAME PAIN                         

                                                                                            COMPAIRED TO PRIOR VISIT.                     

                                                                                                                                          

  012      011              Arthronat     INV COMMENTS              VISIT 3     04AUG2010   PATIENT WAS COMFORTABLE,                      

                                                                    [WEEK 1]                NOT MUCH RELIEF FROM PAIN.                    

                                                                    VISIT 4     11AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 2]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5     18AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 3]                HAD NO COMPLAINTS IN                          

                                                                                            SPECIFIC.                                     

                                                                    VISIT 6     25AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                WAS FEELING BETTER THAN                       

                                                                                            LAST VISIT.                                   

                                                                                                                                          

  013      014              Placebo       INV COMMENTS              VISIT - 3   04AUG2010   RIGHT KNEE PAIN AGGREVATED                    

                                                                    VISIT - 4   11AUG2010   PAIN NOT REDUCED THE                          

                                                                                            TENDERNESS OF THE JOINT                       

                                                                                            INCREASED                                     

                                                                    VISIT 5     18AUG2010   PAIN IS SAME AS COMPARED TO                   

                                                                                            LAST VISIT                                   
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  013      014              Placebo       INV COMMENTS              VISIT - 6   25AUG2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            THE STUDY DRUG NO CHANGES                     

                                                                                            IN THE PAIN                                   

                                                                                                                                          

  014      013              Arthronat     INV COMMENTS              VISIT - 3   04AUG2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN TENDERNESS OF                      

                                                                                            LOCAL JOINT PRESENT                           

                                                                    VISIT - 4   11AUG2010   PAIN IN THE RIGHT KNEE IS                     

                                                                                            SAME AS COMPARED TO LAST                      

                                                                                            VISIT                                         

                                                                    VISIT - 5   18AUG2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT KNEE INCREASED DUE TO                   

                                                                                            CLIMBED STAIRS                                

                                                                    VISIT - 6   25AUG2010   FEELING LITTLE BETTER IN                      

                                                                                            THE KNEE PAIN COMPARED TO                     

                                                                                            LAST VISIT                                    

                                                                                                                                          

  015      012              Placebo       INV COMMENTS              VISIT - 3   04AUG2010   COMPLIANTS RIGHT KNEE PAIN                    

                                                                    (WEEK - 1)              INCREASES IF HE WALKS                         

                                                                    VISIT - 3   04AUG2010   RIGHT KNEE JOINT PAIN IS      YES             

                                                                                            INCREASED                                     

                                                                    VISIT - 4   11AUG2010   PATIENT FEELING LITTLE                        

                                                                    (WEEK - 2)              BETTER REDUCED IN THE                         

                                                                                            INTENSITY OF PAIN                             

                                                                    VISIT - 4   11AUG2010   REDUCED IN THE PAIN OF                        

                                                                                            RIGHT KNEE JOINT FEELING                      

                                                                                            LITTLE BETTER                                 

                                                                    VISIT - 5   18AUG2010   FEELING BETTER REDUCED IN                     

                                                                    (WEEK - 3)              THE TENDERSS OF THE PAIN                      

                                                                    VISIT - 5   18AUG2010   COMPARED TO PRIOR VISIT THE                   

                                                                                            INTENSITY OF PAIN REDUCED                     

                                                                    VISIT - 6   25AUG2010   COMPAIRED TO LAST WEEK                        

                                                                    (WEEK 4                 FEELING THE SAME PAIN                         

                                                                                            INTENSITY                                     

                                                                    VISIT - 6   25AUG2010   COMPARED LAST VISIT PAIN IS                   

                                                                                            SAME BUT FEELING BETTER                       

                                                                                            SINCE FIRST VISIT                             

                                                                                                                                          

  016      015              Arthronat     INV COMMENTS              VISIT 3     04AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 1]                THAN LAST VISIT AND                           

                                                                                            COMFORTABLE TAKING TABLETS.                  
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  016      015              Arthronat     INV COMMENTS              VISIT 4     11AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 2]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5     18AUG2010   PATIENT IS HAPPY WITH                         

                                                                    [WEEK 3]                TREATMENT PAIN HAS REDUCED                    

                                                                                            TO 50%                                        

                                                                    VISIT 6     25AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                HAPPY WITH STUDY DURG. PAIN                   

                                                                                            HAS REDUCED TO 50% OF ITS                     

                                                                                            ACTUAL PAIN.                                  

                                                                                                                                          

  018      026              Arthronat     INV COMMENTS              VISIT 3     11AUG2010   PATIENT IS COMFORTABLE, HAD                   

                                                                    [WEEK 1]                NO COMPAINTS IN SPECIFIC.                     

                                                                    VISIT 4     18AUG2010   PATIENT IS COMFORTABLE AND                    

                                                                    [WEEK 2]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 5     25AUG2010   PATIENT IS COMPLAINING OF                     

                                                                    [WEEK 3]                SLIGHT PAIN IN KNEE.                          

                                                                    VISIT 6     01SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT PATIENT IS HAPPY WITH                   

                                                                                            STUDY DRUG.                                   

                                                                                                                                          

  019      018              Arthronat     INV COMMENTS              VISIT - 3   11AUG2010   NO CHANGES IN THE PAIN                        

                                                                                            INTENSITY                                     

                                                                    VISIT - 4   18AUG2010   FEELING BETTER COMPARED TO                    

                                                                                            LAST VISIT                                    

                                                                    VISIT - 5   25AUG2010   PAIN INTENSITY CAME DOWN                      

                                                                    VISIT - 6   01SEP2010   FEELING BETTER THAN LAST                      

                                                                                            VISIT ABLE TO BEND THE KNEE                   

                                                                                            COMFORTABLY                                   

                                                                                                                                          

  020      027              Arthronat     INV COMMENTS              VISIT 3     11AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 1]                THAN LAST VISIT                               

                                                                    VISIT 4     18AUG2010   PATIENT IS FEELING SLIGHT                     

                                                                    [WEEK 2]                PAIN IN KNEE JOINT SINCE 2                    

                                                                                            DAYS                                          

                                                                    VISIT 5     25AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 3]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6     01SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                HAPPY WITH STUDY DRUG PAIN                    

                                                                                            IS BETTER THAN BEFORE.                       
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  021      023              Arthronat     INV COMMENTS              VISIT 3     11AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                FEELING MUCH BETTER THAN                      

                                                                                            LAST VISIT.                                   

                                                                    VISIT 4     18AUG2010   THERE IS NO CHANGE IN PAIN                    

                                                                    [WEEK 2]                SINCE LAST VISIT.                             

                                                                    VISIT 5     25AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 3]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6     01SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT. PATIENT IS HAPPY                       

                                                                                            WITH STUDY DRUG, PAIN HAS                     

                                                                                            REDUCED MORE THAN 50%.                        

                                                                                                                                          

  022      024              Arthronat     INV COMMENTS              VISIT - 3   11AUG2010   PATIENT IS FEELING BETTER                     

                                                                                            AFTER STARTING STUDY                          

                                                                                            MEDICATION                                    

                                                                    VISIT - 4   18AUG2010   COMPARED TO LAST VISIT PAIN                   

                                                                                            INTENSITY IS SAME                             

                                                                    VISIT - 5   25AUG2010   FEELING BETTER THAN LAST                      

                                                                                            VISIT REDUCED PAIN                            

                                                                    VISIT - 6   01SEP2010   PATIENT FEELING MUCH BETTER                   

                                                                                            THAN LAST VISIT                               

                                                                                                                                          

  023      022              Placebo       INV COMMENTS              VISIT - 3   11AUG2010   FEELING BETTER PAIN REDUCED                   

                                                                    VISIT - 4   18AUG2010   FEELING COMFORTABLE REDUCED                   

                                                                                            RIGHT KNEE JOINT PAIN                         

                                                                    VISIT - 5   25AUG2010   TENDERNESS OF THE JOINT IS                    

                                                                                            SAME AS PRIOR VISIT                           

                                                                    VISIT 6     01SEP2010   SQUATTING COMFORTABLE                         

                                                                                            REDUCED TENDERNESS OF THE                     

                                                                                            JOINT                                         

                                                                                                                                          

  024      020              Arthronat     INV COMMENTS              VISIT 3     11AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                HAD NO COMPLAINTS IN                          

                                                                                            SPECIFIC.                                     

                                                                    VISIT 4     18AUG2010   PATIENT COMPLAINED OF PAIN                    

                                                                    [WEEK 2]                IN KNEE JOINT.                                

                                                                    VISIT 5     25AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 3]                THAN LAST VISIT.                             
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  024      020              Arthronat     INV COMMENTS              VISIT 6     01SEP2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 4]                THAN LAST VISIT, BUT                          

                                                                                            PATIENT IS NOT SATISFIED.                     

                                                                                                                                          

  025      017              Placebo       INV COMMENTS              VISIT - 3   11AUG2010   COMPLAINTS OF PAIN IN THE                     

                                                                                            LEFT KNEE TENDERNESS IS SAME                  

                                                                    VISIT - 4   18AUG2010   LEFT KNEE PAIN INTENSITY IS                   

                                                                                            SAME NO CHANGES IN THE KNEE                   

                                                                                            TENDERNESS.                                   

                                                                    VISIT - 5   25AUG2010   LEFT KNEE PAIN INCREASED                      

                                                                                            AND TENDERNESS OF THE JOINT                   

                                                                                            INCREASED CREPTUS OF THE                      

                                                                                            JOINT PRESENT                                 

                                                                    VISIT - 6   01SEP2010   LEFT KNEE JOINT PAIN IS                       

                                                                                            MORE NOT HAPPY WITH THE                       

                                                                                            STUDY DRUG                                    

                                                                                                                                          

  026      021              Placebo       INV COMMENTS              VISIT - 3   11AUG2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN NO CHANGES IN                      

                                                                                            THE PAIN                                      

                                                                    VISIT - 4   18AUG2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            PAIN INTENSITY IS SAME                        

                                                                    VISIT - 5   25AUG2010   NO CHANGES IN THE PAIN                        

                                                                                            INTENSITY PATIENT IS NOT                      

                                                                                            HAPPY                                         

                                                                    VISIT - 6   01SEP2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            THE STUDY DRUG NO CHANGES                     

                                                                                            IN THE PAIN INTENSITY OF                      

                                                                                            RIGHT KNEE                                    

                                                                                                                                          

  027      025              Placebo       INV COMMENTS              VISIT 3     11AUG2010   THERE IS NO CHANGE IN PAIN.                   

                                                                    [WEEK 1]                                                              

                                                                    VISIT 4     18AUG2010   PATIENT IS COMFORTABLE BUT                    

                                                                    [WEEK 2]                NOT MUCH OF RELIEF FROM                       

                                                                                            PAIN.                                         

                                                                    VISIT 5     25AUG2010   PATIENT DID NOT HAVE MUCH                     

                                                                    [WEEK 3]                RELIEF.                                       

                                                                    VISIT 6     01SEP2010   PATIENT IS NOT HAPPY WITH                     

                                                                    [WEEK 4]                STUDY DRUG.                                   

                                                                                                                                          

  028      019              Placebo       INV COMMENTS              VISIT - 3   11AUG2010   LEFT KNEE JOINT PAIN IN                       

                                                                                            INCREASED COMPARED TO LAST                    

                                                                                            VISIT                                        
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  028      019              Placebo       INV COMMENTS              VISIT - 4   18AUG2010   LEFT KNEE JOINT IS SAME AS                    

                                                                                            LAST VISIT                                    

                                                                    VISIT - 5   25AUG2010   LEFT KNEE JOINT TENDERNESS                    

                                                                                            INCREASED COMPARED TO LAST                    

                                                                                            VISIT                                         

                                                                    VISIT - 6   01SEP2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG PAIN INTENSITY                     

                                                                                            IS SAME                                       

                                                                                                                                          

  029      029              Placebo       INV COMMENTS              VISIT - 3   11AUG2010   RIGHT KNEE JOINT PAIN                         

                                                                                            INCREASED                                     

                                                                    VISIT - 4   18AUG2010   RIGHT KNEE JOINT PAIN                         

                                                                                            INTENSITY IS SAME                             

                                                                    VISIT - 5   25AUG2010   RIGHT KNEE JOINT PAIN                         

                                                                                            INTENSITY INCREASED                           

                                                                    VISIT - 6   01SEP2010   RIGHT KNEE PAIN INTENSITY                     

                                                                                            IS SAME AS COMPARE TO LAST                    

                                                                                            VISIT NOT HAPPY WITH STUDY                    

                                                                                            DRUG.                                         

                                                                                                                                          

  030      028              Arthronat     INV COMMENTS              VISIT - 3   11AUG2010   COMPLAINTS OF LEFT KNEE                       

                                                                                            JOINT PAIN NO CHANGES IN                      

                                                                                            THE PAIN                                      

                                                                    VISIT - 4   18AUG2010   LEFT KNEE JOINT TENDERNESS                    

                                                                                            IS SAME                                       

                                                                    VISIT - 5   25AUG2010   COMPARED TO LAST VISIT PAIN                   

                                                                                            INTENSITY IS BETTER                           

                                                                    VISIT - 6   01SEP2010   REDUCED IN THE PAIN FEELING                   

                                                                                            BETTER PATIENT IS HAPPY                       

                                                                                            WITH DRUG                                     

                                                                                                                                          

  031      031              Arthronat     INV COMMENTS              VISIT 3     17AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 4     24AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 2]                HAD NO COMPLAINTS IN                          

                                                                                            SPECIFIC                                      

                                                                    VISIT 5     31AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 3]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                       
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  031      031              Arthronat     INV COMMENTS              VISIT 6     07SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                WAS FEELING BETTER THAN                       

                                                                                            LAST VISIT. PATIENT IS                        

                                                                                            HAPPY WITH STUDY DRUG AS                      

                                                                                            SHE HAS 50% OF RELIEF.                        

                                                                                                                                          

  032      032              Placebo       INV COMMENTS              VISIT 3     17AUG2010   HE WAS COMFORTABLE & HAD NO                   

                                                                                            COMPLAINTS IN SPECIFIC                        

                                                                    VISIT 4     24AUG2010   HE COMPLAINED OF SLIGHT                       

                                                                                            PAIN IN THE KNEE                              

                                                                    VISIT 5     31AUG2010   HE IS FEELING BETTER THAN                     

                                                                                            LAST VISIT                                    

                                                                    VISIT 6     07SEP2010   PATIENT DID NOT HAVE MUCH                     

                                                                                            RELIEF PATIENT WAS NOT                        

                                                                                            SATISFIED WITH THE DRUG.                      

                                                                                                                                          

  033      039              Arthronat     INV COMMENTS              VISIT 3     17AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 4     24AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 2]                HAD NO COMPLAINTS IN                          

                                                                                            SPECIFIC.                                     

                                                                    VISIT 5     31AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 3]                THAN LAST TIME. PATIENT IS                    

                                                                                            HAPPY WITH STUDY DRUG.                        

                                                                    VISIT 6     07SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT. PATIENT IS SATISFIED                   

                                                                                            WITH THE TREATMENT.                           

                                                                                                                                          

  034      040              Arthronat     INV COMMENTS              VISIT 3     17AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                WAS FEELING BETTER THAN                       

                                                                                            LAST VISIT                                    

                                                                    VISIT 4     24AUG2010   PATIENT COMPLAINED OF                         

                                                                    [WEEK 2]                SLIGHT PAIN IN LEFT KNEE                      

                                                                                            SINCE 2 DAYS                                  

                                                                    VISIT 5     31AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 3]                THAN LAST VISIT.                              

                                                                    VISIT 6     07SEP2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 4]                THAN LAST VISIT. BUT                          

                                                                                            PATIENT IS NOT SATISFIED                      

                                                                                            WITH THE STUDY DRUG.                          
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  035      038              Placebo       INV COMMENTS              VISIT 3     17AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 4     24AUG2010   PATIENT WAS COMFORTABLE BUT                   

                                                                    [WEEK 2]                NOT MUCH RELIEF FROM PAIN.                    

                                                                    VISIT 5     31AUG2010   PATIENT DOES NOT HAVE                         

                                                                    [WEEK 3]                RELIEF FROM PAIN.                             

                                                                    VISIT 6     07SEP2010   PATIENT DOESTNOT HAVE MUCH                    

                                                                    [WEEK 4]                RELIEF FROM PAIN. PATIENT                     

                                                                                            IS NOT SATISFIED WITH                         

                                                                                            TREATMENT.                                    

                                                                                                                                          

  036      033              Arthronat     INV COMMENTS              VISIT - 3   17AUG2010   PATIENT IS COMFORTABLE                        

                                                                                            REDUCED TENDERNESS OF THE                     

                                                                                            JOINT                                         

                                                                    VISIT - 4   24AUG2010   COMFORTABLE WITH PAIN                         

                                                                                            FEELING HAPPY TENDERNESS                      

                                                                                            REDUCED                                       

                                                                    VISIT - 5   31AUG2010   REDUCED PAIN IN THE RIGHT                     

                                                                                            KNEE COMPARE TO PRIOR VISIT                   

                                                                    VISIT - 6   07SEP2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG TENDERNESS REDUCED                       

                                                                                            PAIN INTENSITY IS VERY LESS                   

                                                                                                                                          

  037      037              Arthronat     INV COMMENTS              VISIT 3     17AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 1]                THAN LAST VISIT.                              

                                                                    VISIT 4     24AUG2010   PATIENT COMPLAINED OF                         

                                                                    [WEEK 2]                SLIGHT PAIN IN INDEX JOINT                    

                                                                                            SINCE 2 DAYS.                                 

                                                                    VISIT 5     31AUG2010   PATIENT IS FEELING BETTER                     

                                                                    [WEEK 3]                THAN LAST VISIT.                              

                                                                    VISIT 6     07SEP2010   PATIENT IS COMFORTABLE AND                    

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT PATIENT IS SATISFIED                    

                                                                                            WITH TREATMENT.                               

                                                                                                                                          

  038      035              Placebo       INV COMMENTS              VISIT - 3   17AUG2010   LEFT KNEE PAIN IS SAME NO                     

                                                                                            CHANGES IN PAIN INTENSITY                     

                                                                    VISIT - 4   24AUG2010   LEFT KNEE PAIN INTENSITY IS                   

                                                                                            SAME COMPARE TO PRIOR VISIT                   

                                                                    VISIT - 5   31AUG2010   KNEE JOINT TENDERNESS                         

                                                                                            PRESENT PAIN INTENSITY IS                     

                                                                                            SAME                                         



MA-CT-10-002 

16.2.18 LISTING OF INVESTIGATOR’S COMMENTS BY PATIENT 

 

  Patient  Randomization                                If not      Visit                                                 Supplementary   

  number   number           Treatment     Visit name    applicable  numbers     Date        Comments                      pages used      

  --------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                          

  038      035              Placebo       INV COMMENTS              VISIT - 6   07SEP2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG NO CHANGES IN                      

                                                                                            PAIN INTENSITY                                

                                                                                                                                          

  039      034              Placebo       INV COMMENTS              VISIT 3     17AUG2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 1]                FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 4     24AUG2010   PATIENT WAS COMFORTABLE BUT                   

                                                                    [WEEK 2]                NOT MUCH OF CHANGE IN PAIN.                   

                                                                    VISIT 5     31AUG2010   PATIENT COMPLAINS OF PAIN                     

                                                                    [WEEK 3]                IN RIGHT KNEE SINCE 3 DAYS.                   

                                                                    VISIT 6     07SEP2010   PATIENT WAS COMFORTABLE AND                   

                                                                    [WEEK 4]                FEELING BETTER THAN LAST                      

                                                                                            VISIT. PATIENT IS HAPPY                       

                                                                                            WITH THE TREATMENT.                           

                                                                                                                                          

  040      036              Placebo       INV COMMENTS              VISIT 3     17AUG2010   PATIENT HAD NO RELIEF FROM                    

                                                                    [WEEK 1]                PAIN.                                         

                                                                    VISIT 4     24AUG2010   PATIENT WAS COMFORTABLE BUT                   

                                                                    [WEEK 2]                NO CHANGE IN PAIN.                            

                                                                    VISIT 5     31AUG2010   PATIENT WAS FEELING BETTER                    

                                                                    [WEEK 3]                THAN LAST VISIT.                              

                                                                    VISIT 6     07SEP2010   PATIENT IS NOT HAPPY WITH                     

                                                                    [WEEK 4]                THE TREATMENT, AS HE HAS NO                   

                                                                                            RELIEF FROM PAIN.                             

                                                                                                                                          

  041      030              Placebo       INV COMMENTS              VISIT - 3   17AUG2010   PATIENT COMPLAINTS OF RIGHT                   

                                                                                            KNEE JOINT PAIN NO CHANGE                     

                                                                                            IN THE PAIN                                   

                                                                    VISIT - 4   24AUG2010   RIGHT KNEE JOINT PAIN                         

                                                                                            INCREASED PATIENT NOT HAPPY                   

                                                                    VISIT - 5   31AUG2010   THERE IS NO CHANGES IN PAIN                   

                                                                                            INTENSITY                                     

                                                                    VISIT - 6   07SEP2010   KNEE PAIN NOT CHANGED                         

                                                                                            PATIENT NOT HAPPY WITH THE                    

                                                                                            STUDY DRUG                                    

                                                                                                                                          

  042      050              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   FEELING BETTER WITH LEFT                      

                                                                                            KNEE PAIN REDUCED PAIN                        

                                                                                            INTENSITY                                     

                                                                    VISIT - 4   27SEP2010   REDUCED PAIN INTENSITY OF                     

                                                                                            LEFT KNEE COMPARED TO PRIOR                   

                                                                                            VISIT                                        
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  042      050              Arthronat     INV COMMENTS              VISIT - 5   04OCT2010   MUCH BETTER WITH PAIN                         

                                                                                            COMFORTABLE WITH WALKING                      

                                                                    VISIT - 6   11OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            STUDY DRUG IMPROVEMENT MORE                   

                                                                                            THAN 50%                                      

                                                                                                                                          

  043      052              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   NO CHANGES IN THE PAIN OF                     

                                                                                            LEFT KNEE                                     

                                                                    VISIT - 4   27SEP2010   FEELING LITTLE BETTER WITH                    

                                                                                            PAIN                                          

                                                                    VISIT - 5   04OCT2010   REDUCED PAIN INTENSITY OF                     

                                                                                            THE LEFT KNEE JOINT FEELING                   

                                                                                            BETTER                                        

                                                                    VISIT - 6   11OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG PAIN AND TENDERNESS                      

                                                                                            REDUCED IN THE INDEX JOINT                    

                                                                                                                                          

  045      043              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN FEELING LITTLE                     

                                                                                            BETTER COMPARED TO LAST                       

                                                                                            VISIT                                         

                                                                    VISIT - 4   27SEP2010   RIGHT KNEE JOINT PAIN                         

                                                                                            PRESENT REDUCED IN INTENSITY                  

                                                                    VISIT - 5   04OCT2010   REDUCED MUCH COMPARED TO                      

                                                                                            LAST VISIT TENDERNESS                         

                                                                                            PRESENT                                       

                                                                    VISIT - 6   11OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG GOOD IMPROVEMENT                         

                                                                                                                                          

  046      053              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   PAIN IS SAME IN LEFT KNEE                     

                                                                                            JOINT PAIN                                    

                                                                    VISIT - 4   27SEP2010   NO CHANGES IN THE PAIN                        

                                                                                            INTENSITY                                     

                                                                    VISIT - 5   04OCT2010   COMPLAINTS OF INCREASED                       

                                                                                            PAIN IN JOINT                                 

                                                                    VISIT - 6   11OCT2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG NO CHANGE IN THE                   

                                                                                            PAIN INTENSITY OF INDEX                       

                                                                                            JOINT                                         

                                                                                                                                          

  047      054              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN FEELING LITTLE                     

                                                                                            BETTER                                       
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  047      054              Arthronat     INV COMMENTS              VISIT - 4   27SEP2010   REDUCED PAIN INTENSITY OF                     

                                                                                            THE INDEX JOINT                               

                                                                    VISIT - 5   04OCT2010   FEELING COMFORTABLE REDUCED                   

                                                                                            INDEX JOINT PAIN                              

                                                                    VISIT - 6   11OCT2010   PATIENT IS MORE COMFORTABLE                   

                                                                                            HAPPY WITH STUDY DRUG                         

                                                                                                                                          

  048      055              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN NO CHANGES IN                      

                                                                                            PAIN                                          

                                                                    VISIT - 4   27SEP2010   COMPARED TO LAST VISIT PAIN                   

                                                                                            IS SAME                                       

                                                                    VISIT - 5   04OCT2010   LITTLE BIT PAIN REDUCED NOT                   

                                                                                            MUCH CHANGES                                  

                                                                    VISIT - 6   11OCT2010   PATIENT IS NOT MUCH                           

                                                                                            COMFORTABLE NOT HAPPY WITH                    

                                                                                            STUDY DRUG                                    

                                                                                                                                          

  049      056              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   PATIENT FEELING LITTLE                        

                                                                                            BETTER WITH PAIN                              

                                                                    VISIT - 4   27SEP2010   COMPARED TO LAST VISIT THE                    

                                                                                            PAIN REDUCED                                  

                                                                    VISIT - 5   04OCT2010   FEELING BETTER COMFORTABLE                    

                                                                                            IN WALKING                                    

                                                                    VISIT - 6   11OCT2010   PATIENT IS HAPPY WITH THE                     

                                                                                            STUDY MEDICATION PAIN                         

                                                                                            INTENSITY REDUCED MUCH                        

                                                                                                                                          

  050      046              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF LEFT KNEE                       

                                                                                            JOINT PAIN NO CHANGES IN                      

                                                                                            THE INDEX JOINT                               

                                                                    VISIT - 4   27SEP2010   FEELING LITTLE BETTER WITH                    

                                                                                            PAIN                                          

                                                                    VISIT - 5   04OCT2010   MORE COMFORTABLE COMPARED                     

                                                                                            TO LAST VISIT                                 

                                                                    VISIT - 6   11OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG FEELING MUCH BETTER                      

                                                                                            COMPARED TO FIRST VISIT                       

                                                                                                                                          

  051      049              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF RIGHT KNEE                      

                                                                                            JOINT PAIN PAIN IS SAME NO                    

                                                                                            CHANGE IN THE TENDERNESS OF                   

                                                                                            THE INDEX JOINT                              
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  051      049              Placebo       INV COMMENTS              VISIT - 4   27SEP2010   NO CHANGE IN THE PAIN                         

                                                                                            INTENSITY OF THE RIGHT KNEE                   

                                                                                            JOINT COMPARE TO PRIOR VISIT                  

                                                                    VISIT - 5   04OCT2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG                                    

                                                                    VISIT - 6   11OCT2010   NO IMPROVEMENT IN THE PAIN                    

                                                                                            & NO CHANGES IN TENDERNESS                    

                                                                                            OF JOINT                                      

                                                                                                                                          

  052      048              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   FEELING LITTLE LESS PAIN IN                   

                                                                                            KNEE JOINT RIGHT                              

                                                                    VISIT - 4   27SEP2010   NO CHANGES IN THE PAIN OF                     

                                                                                            THE RIGHT KNEE                                

                                                                    VISIT - 5   04OCT2010   COMPLAINTS OF NO                              

                                                                                            IMPROVEMENT IN THE RIGHT                      

                                                                                            KNEE JOINT PAIN                               

                                                                    VISIT - 6   11OCT2010   OVER ALL THERE IS NO ANY                      

                                                                                            IMPROVEMENT IN PAIN PATIENT                   

                                                                                            IS NOT HAPPY                                  

                                                                                                                                          

  053      047              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   NO CHANGES IN THE PAIN OF                     

                                                                                            THE INDEX JOINT                               

                                                                    VISIT - 4   27SEP2010   COMPARE TO LAST VISIT PAIN                    

                                                                                            IS AS IT WAS PRIOR TO LAST                    

                                                                                            VISIT                                         

                                                                    VISIT - 5   04OCT2010   PATIENT SYMPTOMS OF KNEE                      

                                                                                            JOINT PAIN IS SAME PATIENT                    

                                                                                            IS NOT COMFORTABLE                            

                                                                    VISIT - 6   11OCT2010   PATIENT OVER ALL RESPONSE                     

                                                                                            FOR STUDY DRUG IS NOT GOOD                    

                                                                                            NO CHANGE IN PAIN OF THE                      

                                                                                            INDEX JOINT                                   

                                                                                                                                          

  054      042              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   PATIENT COMPLAINTS ARE SAME                   

                                                                                            NO CHANGES IN THE PAIN                        

                                                                                            INTENSITY                                     

                                                                    VISIT - 4   27SEP2010   PATIENT LITTLE BIT                            

                                                                                            COMFORTABLE                                   

                                                                    VISIT - 5   04OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT REDUCED                       

                                                                                            PAIN INTENSITY                                

                                                                    VISIT - 6   11OCT2010   PATIENT CONDITION IMPROVED                    

                                                                                            AROUND 40% IN THE LAST VISIT                 
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  055      041              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   KNEE JOINT PAIN IS SAME, NO                   

                                                                                            CHANGE IN PAIN INTENSITY                      

                                                                    VISIT - 4   27SEP2010   NO IMPROVEMENT OF THE JOINT                   

                                                                                            PAIN                                          

                                                                    VISIT - 5   04OCT2010   COMPLAINTS OF SQUATTING                       

                                                                                            PAINFUL NO CHANGES OF PAIN                    

                                                                                            INTENSITY                                     

                                                                    VISIT - 6   11OCT2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG                                    

                                                                                                                                          

  056      051              Arthronat     INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF JOINT PAIN NO                   

                                                                                            CHANGES IN PAIN INTENSITY                     

                                                                    VISIT - 4   27SEP2010   FEELING LITTLE BETTER                         

                                                                                            COMPARED TO LAST VISIT                        

                                                                    VISIT - 5   04OCT2010   PATIENT FEELING COMFORTABLE                   

                                                                    VISIT - 6   11OCT2010   PATIENT IS MORE COMFORTABLE                   

                                                                                            COMPARED TO PRIOR VISITS                      

                                                                                            PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG.                                         

                                                                                                                                          

  057      044              Placebo       INV COMMENTS              VISIT - 3   20SEP2010   COMPLAINTS OF LEFT KNEE                       

                                                                                            JOINT PAIN                                    

                                                                    VISIT - 4   27SEP2010   NO CHANGES IN PAIN INTENSITY                  

                                                                    VISIT - 5   04OCT2010   COMPARED TO LAST VISIT PAIN                   

                                                                                            INTENSITY IS SAME                             

                                                                    VISIT - 6   11OCT2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY STUDY DRUG NO CHANGE                    

                                                                                            IN PAIN INTENSITY                             

                                                                                                                                          

  058      045              Arthronat     INV COMMENTS              VISIT 3     20SEP2010   COMPLAINTS OF LEFT KNEE                       

                                                                                            JOINT PAIN NO CHANGE IN THE                   

                                                                                            PAIN                                          

                                                                    VISIT - 4   27SEP2010   REDUCED PAIN IN THE LEFT                      

                                                                                            KNEE COMPARED TO LAST VISIT                   

                                                                    VISIT 5     04OCT2010   REDUCED PAIN INTENSITY                        

                                                                                            FEELING BETTER                                

                                                                    VISIT 6     11OCT2010   PATIENT IS COMFORTABLE AND                    

                                                                                            HAPPY WITH STUDY DRUG                         

                                                                                                                                          

  059      066              Placebo       INV COMMENTS              VISIT - 3   04OCT2010   PT COMPLAINTS ARE SAME                        

                                                                    VISIT - 4   11OCT2010   PAIN INTENSITY IS SAME                        

                                                                                            THERE IS NO ANY CHANGES                      
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  059      066              Placebo       INV COMMENTS              VISIT - 5   18OCT2010   PATIENT COMPLAINTS ARE                        

                                                                                            REDUCED FEELING LITTLE BIT                    

                                                                                            COMFORT                                       

                                                                    VISIT - 6   25OCT2010   COMPARED TO LAST VISIT PAIN                   

                                                                                            INTENSITY IS SAME                             

                                                                                                                                          

  060      071              Arthronat     INV COMMENTS              VISIT - 3   04OCT2010   NO CHANGE IN PAIN INTENSITY                   

                                                                                            OF INDEX JOINT.                               

                                                                    VISIT - 4   11OCT2010   FEELING BETTER COMPARED TO                    

                                                                                            LAST VISIT TENDERNESS                         

                                                                                            REDUCED                                       

                                                                    VISIT - 5   18OCT2010   PATIENT IS HAPPY                              

                                                                                            COMFORTABLE NO PAIN &                         

                                                                                            MOVEMENT                                      

                                                                    VISIT - 6   25OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG, COMFORTABLE AND                         

                                                                                            REDUCED TENDERNESS OF THE                     

                                                                                            JOINT                                         

                                                                                                                                          

  061      057              Placebo       INV COMMENTS              VISIT - 3   04OCT2010   THERE IS NO MUCH                              

                                                                                            IMPROVEMENT IN THE PAIN OF                    

                                                                                            THE INDEX JOINT                               

                                                                    VISIT - 4   11OCT2010   COMPLAINTS ARE SAME FEELING                   

                                                                                            COMFORTABLE LITTLE BIT                        

                                                                    VISIT - 5   18OCT2010   COMPARE TO LAST VISIT THE                     

                                                                                            PAIN INTENSITY IS SAME                        

                                                                    VISIT - 6   25OCT2010   PATIENT IS NOT MUCH HAPPY                     

                                                                                            WITH STUDY DRUG                               

                                                                                                                                          

  062      063              Placebo       INV COMMENTS              VISIT - 3   04OCT2010   COMPLAINTS OF PAIN                            

                                                                                            INTENSITY IS SAME COMPARED                    

                                                                                            TO LAST VISIT                                 

                                                                    VISIT - 4   11OCT2010   PATIENT NOT HAPPY THERE IS                    

                                                                                            NO CHANGE IN PAIN                             

                                                                    VISIT - 5   18OCT2010   NO IMPROVEMENT IN THE PAIN                    

                                                                                            PAIN INTENSITY SAME                           

                                                                    VISIT - 6   25OCT2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG                                    

                                                                                                                                          

  063      070              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT HAD NO RELIEF                         

                                                                    VISIT 4     11OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                        
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  063      070              Placebo       INV COMMENTS              VISIT 5     18OCT2010   PATIENT WAS COMFORTABLE,                      

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT.                                        

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT. PATIENT IS                   

                                                                                            HAPPY ABOUT THE TREATMENT                     

                                                                                                                                          

  064      073              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT. PATIENT                      

                                                                                            WAS COMFORTABLE                               

                                                                    VISIT 4     11OCT2010   PATIENT COMPLAINED OF PAIN                    

                                                                                            SINCE LAST NIGHT                              

                                                                    VISIT 5     18OCT2010   PATIENT DID NOT HAVE MUCH                     

                                                                                            RELIEF FROM PAIN                              

                                                                    VISIT 6     25OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT. BUT PATIENT IS NOT                     

                                                                                            SATISFIED WITH THE TREATMENT                  

                                                                                                                                          

  065      067              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT DID NOT HAVE RELIEF                   

                                                                                            FROM PAIN                                     

                                                                    VISIT 4     11OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT, BUT NOT                      

                                                                                            HAPPY ABOUT THE TREATMENT                     

                                                                    VISIT 5     18OCT2010   PATIENT DOES NOT HAVE MUCH                    

                                                                                            RELIEF FROM PAIN                              

                                                                    VISIT 6     25OCT2010   PATIENT DID NOT HAVE RELIEF                   

                                                                                            FROM PAIN & WAS UNHAPPY                       

                                                                                            WITH THE STUDY DRUG.                          

                                                                                                                                          

  066      059              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT HAD NOTHING                           

                                                                                            SPECIFIC, AS PATIENT HAD NO                   

                                                                                            CHANGE IN PAIN.                               

                                                                    VISIT 4     11OCT2010   PATIENT HAD NO RELIEF,                        

                                                                                            PATIENT IS NOT HAPPY WITH                     

                                                                                            THE STUDY DRUG.                               

                                                                    VISIT 5     18OCT2010   PATIENT HAD NOTHING                           

                                                                                            SPECIFIC TO COMPLAIN; AS                      

                                                                                            THERE WAS NO RELIEF                           

                                                                    VISIT 6     25OCT2010   PATIENT HAD NO RELIEF FROM                    

                                                                                            PAIN                                          
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  067      075              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT HAD NOTHING IN                        

                                                                                            SPECIFIC TO COMPLAIN                          

                                                                    VISIT 5     18OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     25OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT. PATIENT                      

                                                                                            WAS HAPPY AS 50 % OF PAIN                     

                                                                                            HAS REDUCED                                   

                                                                                                                                          

  068      061              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATUENT WAS COMFORTABLE AND                   

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 4     11OCT2010   PATIENT COMPLAINED OF PAIN                    

                                                                                            SINCE 2 DAYS                                  

                                                                    VISIT 5     18OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            AND PAIN HAS REDUCED TO 25%                   

                                                                                                                                          

  069      072              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 4     11OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 5     18OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT, PATIENT IS                   

                                                                                            HAPPY WITH THE STUDY DRUG                     

                                                                    VISIT 6     25OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT. ABOUT 50% OF PAIN IS                   

                                                                                            REDUCED                                       

                                                                                                                                          

  070      068              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT HAD NOTHING                           

                                                                                            SPECIFIC TO COMPLAIN                          

                                                                    VISIT 5     18OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               
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  071      065              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 5     18OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT. PATIENT IS                   

                                                                                            HAPPY WITH THE STUDY DRUG.                    

                                                                                                                                          

  072      060              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT HAD NO CHANGE IN                      

                                                                                            PAIN                                          

                                                                    VISIT 4     11OCT2010   PATIENT DID NOT HAVE RELIEF                   

                                                                                            FROM PAIN                                     

                                                                    VISIT 5     18OCT2010   NO CHANGE IN PAIN                             

                                                                    VISIT 6     25OCT2010   NO CHANGE IN PAIN, PATIENT                    

                                                                                            WAS UNHAPPY AS HE HAD NO                      

                                                                                            RELIEF                                        

                                                                                                                                          

  073      062              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT IS FEELING SLIGHT                     

                                                                                            PAIN IN LEFT KNEE SINCE 2                     

                                                                                            DAYS                                          

                                                                    VISIT 5     18OCT2010   PATIENT WAS UNHAPPY, AS                       

                                                                                            THERE IS NO CHANGE IN PAIN.                   

                                                                    VISIT 6     25OCT2010   THERE IS NO CHANGE IN PAIN.                   

                                                                                            PATIENT WAS UNHAPPY WITH                      

                                                                                            THE TREATMENT                                 

                                                                                                                                          

  074      058              Placebo       INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT DID NOT HAVE MUCH                     

                                                                                            RELIEF FROM PAIN                              

                                                                    VISIT 5     18OCT2010   NO CHANGE IN PAIN. PATIENT                    

                                                                                            IS NOT HAPPY WITH THE                         

                                                                                            TREATMENT                                     

                                                                    VISIT 6     25OCT2010   PATIENT HAD NO RELIEF & IS                    

                                                                                            UNHAPPY WITH THE TREATMENT                    

                                                                                                                                          

  075      064              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS COMFORTABLE,                      

                                                                                            BUT NOT MUCH OF RELIEF                       
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  075      064              Arthronat     INV COMMENTS              VISIT 4     11OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 5     18OCT2010   PATIENT IS FEELING SLIGHTLY                   

                                                                                            BETTER THAN LAST VISIT, BUT                   

                                                                                            NOT MUCH OF CHANGE                            

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT. BUT                          

                                                                                            PATIENT IS NOT SATISFIED                      

                                                                                            WITH THE TREATMENT                            

                                                                                                                                          

  076      069              Arthronat     INV COMMENTS              VISIT 3     04OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     11OCT2010   PATIENT WAS COMFORTABLE &                     

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 5     18OCT2010   PATIENT WAS COMFORTABLE.                      

                                                                                            PATIENT IS FEELING BETTER.                    

                                                                                            PATIENT IS HAPPY WITH THE                     

                                                                                            TREATMENT                                     

                                                                    VISIT 6     25OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT. ABOUT 50%                    

                                                                                            OF PAIN IS REDUCED                            

                                                                                                                                          

  077      074              Arthronat     INV COMMENTS              VISIT 3     13OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     20OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 5     27OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT AND PATIENT                   

                                                                                            WAS COMFORTABLE                               

                                                                    VISIT 6     02NOV2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT. HAPPY WITH                   

                                                                                            THE STUDY DRUG.                               

                                                                                                                                          

  078      079              Arthronat     INV COMMENTS              VISIT 3     13OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     20OCT2010   NOT MUCH OF CHANGE IN PAIN                    

                                                                    VISIT 5     27OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     02NOV2010   PATIENT IS HAPPY WITH DRUG.                   

                                                                                            PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               
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  079      077              Arthronat     INV COMMENTS              VISIT 3     13OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     20OCT2010   PATIENT WAS COMFORTABLE AND                   

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 5     27OCT2010   PATIENT IS HAPPY WITH STUDY                   

                                                                                            DRUG.                                         

                                                                    VISIT 6     02NOV2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT.                              

                                                                                                                                          

  080      076              Placebo       INV COMMENTS              VISIT 3     13OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     20OCT2010   PATIENT IS COMFORTABLE &                      

                                                                                            FEELING BETTER THAN LAST                      

                                                                                            VISIT                                         

                                                                    VISIT 5     27OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     02NOV2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT & HAPPY                       

                                                                                            WITH THE TREATMENT                            

                                                                                                                                          

  081      078              Placebo       INV COMMENTS              VISIT 3     13OCT2010   PATIENT WAS FEELING BETTER                    

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 4     20OCT2010   PATIENT DID NOT HAVE MUCH                     

                                                                                            RELIEF                                        

                                                                    VISIT 5     27OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     02NOV2010   PATIENT IS NOT HAPPY WITH                     

                                                                                            STUDY DRUG. IT DID NOT GIVE                   

                                                                                            HER MUCH RELIEF                               

                                                                                                                                          

  082      080              Placebo       INV COMMENTS              VISIT 3     13OCT2010   PATIENT HAD NO RELIEF FROM                    

                                                                                            PAIN                                          

                                                                    VISIT 4     20OCT2010   PATIENT WAS NOT HAPPY, AS                     

                                                                                            THERE IS NO CHANGE IN PAIN                    

                                                                    VISIT 5     27OCT2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT                               

                                                                    VISIT 6     02NOV2010   PATIENT IS FEELING BETTER                     

                                                                                            THAN LAST VISIT, BUT NOT                      

                                                                                            SATISFIED WITH THE TREATMENT                  
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  001      007              Placebo       END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  002      005              Arthronat     END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  003      003              Placebo       END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  004      004              Placebo       END OF STUDY     DR. N. PRAKASH        YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  005      006              Arthronat     END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  006      009              Arthronat     END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  007      001              Placebo       END OF STUDY     DR N PRAKASH.         YES         01SEP2010              

                                          INV COMMENTS     DR PRAKASH N          YES         30JUL2010              

                                                                                                                    

  008      008              Arthronat     END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  009      010              Arthronat     END OF STUDY     DR N. PRAKASH.        YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  010      002              Placebo       END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         24AUG2010              

                                                                                                                    

  011      016              Placebo       END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         25AUG2010              

                                                                                                                    

  012      011              Arthronat     END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         25AUG2010              

                                                                                                                    

  013      014              Placebo       END OF STUDY     DR N. PRAKASH.        YES         01SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         25AUG2010              

                                                                                                                    

  014      013              Arthronat     END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         25AUG2010              

                                                                                                                    

  015      012              Placebo       END OF STUDY     DR N PRAKASH          YES         01SEP2010             
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  015      012              Placebo       INV COMMENTS     DR. N. PRAKASH        YES         25AUG2010              

                                                                                                                    

  016      015              Arthronat     END OF STUDY     DR. N. PRAKASH        YES         01SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         25AUG2010              

                                                                                                                    

  018      026              Arthronat     END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         01SEP2010              

                                                                                                                    

  019      018              Arthronat     END OF STUDY     DR N PRAKASH          YES         01SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         01SEP2010              

                                                                                                                    

  020      027              Arthronat     END OF STUDY     DR N. PRAKASH         YES         01SEP2010              

                                          INV COMMENTS     DR N PRAKASH.         YES         01SEP2010              

                                                                                                                    

  021      023              Arthronat     END OF STUDY     DR N. PRAKASH         YES         07SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         07SEP2010              

                                                                                                                    

  022      024              Arthronat     END OF STUDY     DR. N PRAKASH         YES         07SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         07SEP2010              

                                                                                                                    

  023      022              Placebo       END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         22SEP2010              

                                                                                                                    

  024      020              Arthronat     END OF STUDY     DR N PRAKASH          YES         22SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH.       YES         22SEP2010              

                                                                                                                    

  025      017              Placebo       END OF STUDY     DR N. PRAKASH.        YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         22SEP2010              

                                                                                                                    

  026      021              Placebo       END OF STUDY     DR N PRAKASH          YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         22SEP2010              

                                                                                                                    

  027      025              Placebo       END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         22SEP2010              

                                                                                                                    

  028      019              Placebo       END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         22SEP2010              

                                                                                                                    

  029      029              Placebo       END OF STUDY     DR N PRAKASH          YES         22SEP2010              

                                          INV COMMENTS     DR PRAKASH N          YES         22SEP2010              

                                                                                                                    

  030      028              Arthronat     END OF STUDY     DR. N. PRAKASH        YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         22SEP2010             



MA-CT-10-002 

16.2.19 LISTING OF INVESTIGATOR’S STATEMENT BY PATIENT 

 

  Patient  Randomization                                   Principal                                                

  number   number           Treatment     Visit name       investigators name    Signature   Date of signature      

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

                                                                                                                    

  031      031              Arthronat     END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH.       YES         22SEP2010              

                                                                                                                    

  032      032              Placebo       END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         22SEP2010              

                                                                                                                    

  033      039              Arthronat     END OF STUDY     DR N. PRAKASH         YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         22SEP2010              

                                                                                                                    

  034      040              Arthronat     END OF STUDY     DR N PRAKASH          YES         22SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         22SEP2010              

                                                                                                                    

  035      038              Placebo       END OF STUDY     DR N. PRAKASH.        YES         29SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         29SEP2010              

                                                                                                                    

  036      033              Arthronat     END OF STUDY     DR N. PRAKASH         YES         29SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         29SEP2010              

                                                                                                                    

  037      037              Arthronat     END OF STUDY     DR N. PRAKASH.        YES         29SEP2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         29SEP2010              

                                                                                                                    

  038      035              Placebo       END OF STUDY     DR N PRAKASH          YES         29SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         29SEP2010              

                                                                                                                    

  039      034              Placebo       END OF STUDY     DR N. PRAKASH.        YES         29SEP2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         29SEP2010              

                                                                                                                    

  040      036              Placebo       END OF STUDY     DR N. PRAKASH         YES         29SEP2010              

                                          INV COMMENTS     DR N PRAKASH          YES         29SEP2010              

                                                                                                                    

  041      030              Placebo       END OF STUDY     DR N. PRAKASH         YES         29SEP2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         29SEP2010              

                                                                                                                    

  042      050              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  043      052              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  045      043              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR. N. PRAKASH        YES         13SEP2010              

                                                                                                                   



MA-CT-10-002 

16.2.19 LISTING OF INVESTIGATOR’S STATEMENT BY PATIENT 

 

  Patient  Randomization                                   Principal                                                

  number   number           Treatment     Visit name       investigators name    Signature   Date of signature      

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  046      053              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  047      054              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  048      055              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  049      056              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  050      046              Arthronat     END OF STUDY     DR. N. PRAKASH        YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         13SEP2010              

                                                                                                                    

  051      049              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  052      048              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  053      047              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         13SEP2010              

                                                                                                                    

  054      042              Arthronat     END OF STUDY     DR N PRAKASH.         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         13SEP2010              

                                                                                                                    

  055      041              Placebo       END OF STUDY     DR N PRAKASH          YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  056      051              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  057      044              Placebo       END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  058      045              Arthronat     END OF STUDY     DR N. PRAKASH         YES         13OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         13SEP2010              

                                                                                                                    

  059      066              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  060      071              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010             



MA-CT-10-002 

16.2.19 LISTING OF INVESTIGATOR’S STATEMENT BY PATIENT 

 

  Patient  Randomization                                   Principal                                                

  number   number           Treatment     Visit name       investigators name    Signature   Date of signature      

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  060      071              Arthronat     INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  061      057              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  062      063              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  063      070              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  064      073              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  065      067              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  066      059              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  067      075              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH.        YES         27SEP2010              

                                                                                                                    

  068      061              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  069      072              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  070      068              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  071      065              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  072      060              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  073      062              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  074      058              Placebo       END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010             



MA-CT-10-002 

16.2.19 LISTING OF INVESTIGATOR’S STATEMENT BY PATIENT 

 

  Patient  Randomization                                   Principal                                                

  number   number           Treatment     Visit name       investigators name    Signature   Date of signature      

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

                                                                                                                    

  075      064              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  076      069              Arthronat     END OF STUDY     DR N. PRAKASH         YES         27OCT2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         27SEP2010              

                                                                                                                    

  077      074              Arthronat     END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    

  078      079              Arthronat     END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    

  079      077              Arthronat     END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    

  080      076              Placebo       END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    

  081      078              Placebo       END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    

  082      080              Placebo       END OF STUDY     DR N. PRAKASH         YES         03NOV2010              

                                          INV COMMENTS     DR N. PRAKASH         YES         06OCT2010              

                                                                                                                    



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.20 

 

Medical and Surgical History 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo       SCREENING   YES                TYPE II DIABETES    NKUNK1990               YES      YES            

                                                                          MELLITUS                                                            

                                                                          HYPERTENSION        NKUNK1995               YES      YES            

                                                                          UNDERWENT SURGERY   NKUNK2007   NKUNK2007                           

                                                                          FOR KIDNEY STONES                                                   

                                                                                                                                              

  002       005              Arthronat     SCREENING   YES                HYPERTENSION        NKUNK1995               YES      YES            

                                                                          UNDERWENT SURGERY   NKUNK1992   NKUNK1992                           

                                                                          FOR REMOVAL OF                                                      

                                                                          GALLBLADDER                                                         

                                                                          UNDERWENT SURGERY   NKUNK1986   NKUNK1986                           

                                                                          FOR PILES                                                           

                                                                                                                                              

  003       003              Placebo       SCREENING   YES                HYPERTENSIVE        NKUNK2004               YES                     

                                                                          UNDERWENT SURGERY   NKUNK1995   NKUNK1995                           

                                                                          FOR GALL BLADDER                                                    

                                                                                                                                              

  004       004              Placebo       SCREENING   YES                UNDERWENT           NKUNK1980   NKUNK1980                           

                                                                          TUBECTOMY                                                           

                                                                          HYPERTENSION        NKUNK2008               YES      YES            

                                                                                                                                              

  005       006              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  006       009              Arthronat     SCREENING   YES                LSCS                NKUNK1999   NKUNK1999                           

                                                                                                                                              

                                                                          TUBECTOMY           NKUNK1999   NKUNK1999                           

                                                                                                                                              

                                                                                                                                              

  007       001              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  008       008              Arthronat     SCREENING   YES                HYSTERECTOMY        NKUNK1990   NKUNK1990                           

                                                                                                                                              

                                                                          TYPE II DIABETES    NKUNK2007               YES                     

                                                                          MELLITUS                                                            

                                                                                                                                              

  009       010              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  010       002              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  011       016              Placebo       SCREENING   NO                                                                                     

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo       SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          UNDERWENT SURGERY   REMOVAL OF KIDNEY STONE    RENAL STONE REMOVAL  

                                                                          FOR KIDNEY STONES                                                   

                                                                                                                                              

  002       005              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          UNDERWENT SURGERY   CHOLECYSTECTOMY            CHOLECYSTECTOMY      

                                                                          FOR REMOVAL OF                                                      

                                                                          GALLBLADDER                                                         

                                                                          UNDERWENT SURGERY   PILE OPERATION NOS         HAEMORRHOID          

                                                                          FOR PILES                                      OPERATION            

                                                                                                                                              

  003       003              Placebo       SCREENING   YES                HYPERTENSIVE        HYPERTENSIVE               HYPERTENSION         

                                                                          UNDERWENT SURGERY   GALLBLADDER OPERATION NOS  GALLBLADDER          

                                                                          FOR GALL BLADDER                               OPERATION            

                                                                                                                                              

  004       004              Placebo       SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  005       006              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  006       009              Arthronat     SCREENING   YES                LSCS                LOWER SEGMENT CAESAREAN    CAESAREAN SECTION    

                                                                                              SECTION                                         

                                                                          TUBECTOMY           SALPINGECTOMY              SALPINGECTOMY        

                                                                                                                                              

                                                                                                                                              

  007       001              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  008       008              Arthronat     SCREENING   YES                HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                          TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  009       010              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  010       002              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  011       016              Placebo       SCREENING   NO                                                                                     

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  001       007              Placebo       SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                          UNDERWENT SURGERY   SURGICAL AND                        

                                                                          FOR KIDNEY STONES   MEDICAL PROCEDURES                  

                                                                                                                                  

  002       005              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                          UNDERWENT SURGERY   SURGICAL AND                        

                                                                          FOR REMOVAL OF      MEDICAL PROCEDURES                  

                                                                          GALLBLADDER                                             

                                                                          UNDERWENT SURGERY   SURGICAL AND                        

                                                                          FOR PILES           MEDICAL PROCEDURES                  

                                                                                                                                  

  003       003              Placebo       SCREENING   YES                HYPERTENSIVE        VASCULAR DISORDERS                  

                                                                          UNDERWENT SURGERY   SURGICAL AND                        

                                                                          FOR GALL BLADDER    MEDICAL PROCEDURES                  

                                                                                                                                  

  004       004              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  005       006              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  006       009              Arthronat     SCREENING   YES                LSCS                SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          TUBECTOMY           SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  007       001              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  008       008              Arthronat     SCREENING   YES                HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  009       010              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  010       002              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  011       016              Placebo       SCREENING   NO                                                                         

                                                                                                                                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  012       011              Arthronat     SCREENING   YES                UNDERWENT SURGERY   NKUNK2005   NKUNK2005                           

                                                                          FOR CATARACT                                                        

                                                                                                                                              

  013       014              Placebo       SCREENING   YES                HYPERTENSION        NKUNK2008               YES      YES            

                                                                          TYPE II DIABETES    NKUNK2007               YES      YES            

                                                                          MELLITUS.                                                           

                                                                                                                                              

  014       013              Arthronat     SCREENING   YES                HYSTERECTOMY        NKUNK1996   NKUNK1996                           

                                                                                                                                              

                                                                          HYPERTENSION X 16   NKUNK1994               YES      YES            

                                                                          YRS                                                                 

                                                                          TYPE II DIABETES    NKUNK2004               YES      YES            

                                                                          X 6 YRS                                                             

                                                                                                                                              

  015       012              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  016       015              Arthronat     SCREENING   YES                UNDERWENT           NKUNK1992   NKUNK1992                           

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  018       026              Arthronat     SCREENING   YES                UNDERWENT LSCS      NKUNK1986   NKUNK1986                           

                                                                                                                                              

                                                                                                                                              

  019       018              Arthronat     SCREENING   YES                TYPE II DIABETES    NKUNK1995               YES      YES            

                                                                          MELLITUS SINCE 15                                                   

                                                                          YRS                                                                 

                                                                                                                                              

  020       027              Arthronat     SCREENING   YES                TYPE II DIABETES    NKMAY2009               YES                     

                                                                          MELLITUS (ON DIET                                                   

                                                                          CONTROL)                                                            

                                                                          UNDERWENT           NKAPR2010   NKAPR2010                           

                                                                          CATARACT                                                            

                                                                          OPERATION OF LEFT                                                   

                                                                          EYE                                                                 

                                                                                                                                              

  021       023              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  022       024              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  023       022              Placebo       SCREENING   YES                HYPERTENSION        NKUNK1995               YES      YES            

                                                                                                                                              

  024       020              Arthronat     SCREENING   YES                HYPERTENSION.       NKUNK2000               YES      YES           



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  012       011              Arthronat     SCREENING   YES                UNDERWENT SURGERY   CATARACT OPERATION         CATARACT OPERATION   

                                                                          FOR CATARACT                                                        

                                                                                                                                              

  013       014              Placebo       SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS.                                      MELLITUS             

                                                                                                                                              

  014       013              Arthronat     SCREENING   YES                HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                          HYPERTENSION X 16   HYPERTENSION               HYPERTENSION         

                                                                          YRS                                                                 

                                                                          TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          X 6 YRS                                        MELLITUS             

                                                                                                                                              

  015       012              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  016       015              Arthronat     SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  018       026              Arthronat     SCREENING   YES                UNDERWENT LSCS      LOWER SEGMENT CAESAREAN    CAESAREAN SECTION    

                                                                                              SECTION                                         

                                                                                                                                              

  019       018              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS SINCE 15                              MELLITUS             

                                                                          YRS                                                                 

                                                                                                                                              

  020       027              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS (ON DIET                              MELLITUS             

                                                                          CONTROL)                                                            

                                                                          UNDERWENT           CATARACT OPERATION         CATARACT OPERATION   

                                                                          CATARACT                                                            

                                                                          OPERATION OF LEFT                                                   

                                                                          EYE                                                                 

                                                                                                                                              

  021       023              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  022       024              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  023       022              Placebo       SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  024       020              Arthronat     SCREENING   YES                HYPERTENSION.       HYPERTENSION               HYPERTENSION        



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  012       011              Arthronat     SCREENING   YES                UNDERWENT SURGERY   SURGICAL AND                        

                                                                          FOR CATARACT        MEDICAL PROCEDURES                  

                                                                                                                                  

  013       014              Placebo       SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                          TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS.           NUTRITION DISORDERS                 

                                                                                                                                  

  014       013              Arthronat     SCREENING   YES                HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          HYPERTENSION X 16   VASCULAR DISORDERS                  

                                                                          YRS                                                     

                                                                          TYPE II DIABETES    METABOLISM AND                      

                                                                          X 6 YRS             NUTRITION DISORDERS                 

                                                                                                                                  

  015       012              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  016       015              Arthronat     SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                  

  018       026              Arthronat     SCREENING   YES                UNDERWENT LSCS      SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  019       018              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS SINCE 15   NUTRITION DISORDERS                 

                                                                          YRS                                                     

                                                                                                                                  

  020       027              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS (ON DIET   NUTRITION DISORDERS                 

                                                                          CONTROL)                                                

                                                                          UNDERWENT           SURGICAL AND                        

                                                                          CATARACT            MEDICAL PROCEDURES                  

                                                                          OPERATION OF LEFT                                       

                                                                          EYE                                                     

                                                                                                                                  

  021       023              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  022       024              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  023       022              Placebo       SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  024       020              Arthronat     SCREENING   YES                HYPERTENSION.       VASCULAR DISORDERS                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  024       020              Arthronat     SCREENING                      TYPE II DIABETES    NKUNK2002               YES      YES            

                                                                          MELLITUS                                                            

                                                                                                                                              

  025       017              Placebo       SCREENING   YES                TUBECTOMY           NKUNK1990   NKUNK1990                           

                                                                                                                                              

                                                                          HYPERTENSION        NKUNK2006               YES      YES            

                                                                                                                                              

  026       021              Placebo       SCREENING   YES                RIGHT INGUINAL      NKUNK2000   NKUNK2000                           

                                                                          HERNIA REPAIR                                                       

                                                                          HYPERTENSION        NKAUG2006               YES      YES            

                                                                                                                                              

  027       025              Placebo       SCREENING   YES                UNDERWENT           NKUNK2000   NKUNK2000                           

                                                                          LAPAROSCOPIC                                                        

                                                                          CHOLECYSTOSTOMY                                                     

                                                                          HYPERTENSION        NKUNK2008               YES      YES            

                                                                                                                                              

  028       019              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  029       029              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   NKUNK2006   NKUNK2006                           

                                                                                                                                              

                                                                                                                                              

  030       028              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  031       031              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  032       032              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  033       039              Arthronat     SCREENING   YES                TYPE II DIABETES    NKFEB2010               YES      YES            

                                                                          MELLITUS                                                            

                                                                          UNDERWENT           NKOCT2008   NKOCT2008                           

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  034       040              Arthronat     SCREENING   YES                UNDERGONE           NKUNK1985   NKUNK1985                           

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  035       038              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  036       033              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  037       037              Arthronat     SCREENING   YES                HYPERTENSION        NKUNK2007               YES      YES            

                                                                          UNDERWENT           NKAUG2009   NKAUG2009                           

                                                                          ANGIOPLASTY                                                        



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  024       020              Arthronat     SCREENING                      TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  025       017              Placebo       SCREENING   YES                TUBECTOMY           SALPINGECTOMY              SALPINGECTOMY        

                                                                                                                                              

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  026       021              Placebo       SCREENING   YES                RIGHT INGUINAL      INGUINAL HERNIA REPAIR     INGUINAL HERNIA      

                                                                          HERNIA REPAIR                                  REPAIR               

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  027       025              Placebo       SCREENING   YES                UNDERWENT           CHOLECYSTOSTOMY            CHOLECYSTOSTOMY      

                                                                          LAPAROSCOPIC                                                        

                                                                          CHOLECYSTOSTOMY                                                     

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  028       019              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  029       029              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   HAEMORRHOIDECTOMY          HAEMORRHOID          

                                                                                                                         OPERATION            

                                                                                                                                              

  030       028              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  031       031              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  032       032              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  033       039              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                          UNDERWENT           HYSTERECTOMY               HYSTERECTOMY         

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  034       040              Arthronat     SCREENING   YES                UNDERGONE           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  035       038              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  036       033              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  037       037              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          UNDERWENT           ANGIOPLASTY                ANGIOPLASTY          

                                                                          ANGIOPLASTY                                                        



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  024       020              Arthronat     SCREENING                      TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  025       017              Placebo       SCREENING   YES                TUBECTOMY           SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  026       021              Placebo       SCREENING   YES                RIGHT INGUINAL      SURGICAL AND                        

                                                                          HERNIA REPAIR       MEDICAL PROCEDURES                  

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  027       025              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          LAPAROSCOPIC        MEDICAL PROCEDURES                  

                                                                          CHOLECYSTOSTOMY                                         

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  028       019              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  029       029              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  030       028              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  031       031              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  032       032              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  033       039              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                          UNDERWENT           SURGICAL AND                        

                                                                          HYSTERECTOMY        MEDICAL PROCEDURES                  

                                                                                                                                  

  034       040              Arthronat     SCREENING   YES                UNDERGONE           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                  

  035       038              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  036       033              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  037       037              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                          UNDERWENT           SURGICAL AND                        

                                                                          ANGIOPLASTY         MEDICAL PROCEDURES                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  037       037              Arthronat     SCREENING                      UNDERWENT           NKUNK2005   NKUNK2005                           

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  038       035              Placebo       SCREENING   YES                TUBECTOMY           NKUNK1983   NKUNK1983                           

                                                                                                                                              

                                                                                                                                              

  039       034              Placebo       SCREENING   YES                HYPERTENSION        NKJUL2009               YES      YES            

                                                                                                                                              

  040       036              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  041       030              Placebo       SCREENING   YES                HYPERTENSION        NKUNK2005               YES      YES            

                                                                                                                                              

  042       050              Arthronat     SCREENING   YES                HYPERTENSION        NKUNK1990               YES      YES            

                                                                           DIABETES MELLITUS  NKUNK1990               YES      YES            

                                                                                                                                              

                                                                                                                                              

  043       052              Arthronat     SCREENING   YES                 DIABETES MELLITUS  NKJUN2010               YES      YES            

                                                                                                                                              

                                                                                                                                              

  045       043              Arthronat     SCREENING   YES                 DIABETES MELLITUS  NKUNK2005               YES      YES            

                                                                                                                                              

                                                                                                                                              

  046       053              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  047       054              Arthronat     SCREENING   YES                HYPERTENSION        NKUNK2006               YES      YES            

                                                                                                                                              

  048       055              Placebo       SCREENING   YES                CATARACT SURGERY    NKUNK1990   NKUNK1990                           

                                                                                                                                              

                                                                                                                                              

  049       056              Arthronat     SCREENING   YES                TUBECTOMY           NKUNK1982   NKUNK1982                           

                                                                                                                                              

                                                                                                                                              

  050       046              Arthronat     SCREENING   YES                HYPERTENSION        NKUNK2006               YES      YES            

                                                                          HYSTERECTOMY        NKUNK1998   NKUNK1998                           

                                                                                                                                              

                                                                                                                                              

  051       049              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  052       048              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   NKUNK2002   NKUNK2002                           

                                                                                                                                              

                                                                          CATARACT SURGERY    NKFEB2010   NKFEB2010                           

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  037       037              Arthronat     SCREENING                      UNDERWENT           HYSTERECTOMY               HYSTERECTOMY         

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  038       035              Placebo       SCREENING   YES                TUBECTOMY           SALPINGECTOMY              SALPINGECTOMY        

                                                                                                                                              

                                                                                                                                              

  039       034              Placebo       SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  040       036              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  041       030              Placebo       SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  042       050              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                           DIABETES MELLITUS  DIABETES MELLITUS          DIABETES MELLITUS    

                                                                                                                                              

                                                                                                                                              

  043       052              Arthronat     SCREENING   YES                 DIABETES MELLITUS  DIABETES MELLITUS          DIABETES MELLITUS    

                                                                                                                                              

                                                                                                                                              

  045       043              Arthronat     SCREENING   YES                 DIABETES MELLITUS  DIABETES MELLITUS          DIABETES MELLITUS    

                                                                                                                                              

                                                                                                                                              

  046       053              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  047       054              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  048       055              Placebo       SCREENING   YES                CATARACT SURGERY    CATARACT OPERATION         CATARACT OPERATION   

                                                                                                                                              

                                                                                                                                              

  049       056              Arthronat     SCREENING   YES                TUBECTOMY           SALPINGECTOMY              SALPINGECTOMY        

                                                                                                                                              

                                                                                                                                              

  050       046              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                                                                                              

  051       049              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  052       048              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   HAEMORRHOIDECTOMY          HAEMORRHOID          

                                                                                                                         OPERATION            

                                                                          CATARACT SURGERY    CATARACT OPERATION         CATARACT OPERATION   

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  037       037              Arthronat     SCREENING                      UNDERWENT           SURGICAL AND                        

                                                                          HYSTERECTOMY        MEDICAL PROCEDURES                  

                                                                                                                                  

  038       035              Placebo       SCREENING   YES                TUBECTOMY           SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  039       034              Placebo       SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  040       036              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  041       030              Placebo       SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  042       050              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                           DIABETES MELLITUS  METABOLISM AND                      

                                                                                              NUTRITION DISORDERS                 

                                                                                                                                  

  043       052              Arthronat     SCREENING   YES                 DIABETES MELLITUS  METABOLISM AND                      

                                                                                              NUTRITION DISORDERS                 

                                                                                                                                  

  045       043              Arthronat     SCREENING   YES                 DIABETES MELLITUS  METABOLISM AND                      

                                                                                              NUTRITION DISORDERS                 

                                                                                                                                  

  046       053              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  047       054              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  048       055              Placebo       SCREENING   YES                CATARACT SURGERY    SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  049       056              Arthronat     SCREENING   YES                TUBECTOMY           SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  050       046              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                          HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  051       049              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  052       048              Placebo       SCREENING   YES                HAEMORRHOIDECTOMY   SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          CATARACT SURGERY    SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  052       048              Placebo       SCREENING                      HYPERTENSIVE        NKUNK1996               YES      YES            

                                                                          DIABETES MELLITUS   NKUNK2000               YES      YES            

                                                                                                                                              

                                                                                                                                              

  053       047              Placebo       SCREENING   YES                ANGIOPLASTY         NKUNK2005   NKUNK2005            YES            

                                                                                                                                              

                                                                                                                                              

  054       042              Arthronat     SCREENING   YES                HYPERTENSIVE        NKUNK2006               YES                     

                                                                          HYSTERECTOMY        NKUNK2006   NKUNK2006                           

                                                                                                                                              

                                                                                                                                              

  055       041              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  056       051              Arthronat     SCREENING   YES                DIABETES MELLITUS   NKUNK1995               YES      YES            

                                                                                                                                              

                                                                                                                                              

  057       044              Placebo       SCREENING   YES                HYPERTENSION        NKJAN2009               YES      YES            

                                                                                                                                              

  058       045              Arthronat     SCREENING   YES                HYPERTENSION        NKMAY2008               YES      YES            

                                                                                                                                              

  059       066              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  060       071              Arthronat     SCREENING   YES                HYPERTENSION        NKMAR2002               YES      YES            

                                                                          HYSTERECTOMY        NKUNK1990   NKUNK1990                           

                                                                                                                                              

                                                                                                                                              

  061       057              Placebo       SCREENING   YES                TUBECTOMY           NKUNK1990   NKUNK1990                           

                                                                                                                                              

                                                                          HYSTERECTOMY        NKNOV2008   NKNOV2008                           

                                                                                                                                              

                                                                                                                                              

  062       063              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  063       070              Placebo       SCREENING   YES                UNDERWENT           NKUNK2003   NKUNK2003                           

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  064       073              Placebo       SCREENING   YES                UNDERWENT           NKUNK1985   NKUNK1985                           

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  065       067              Placebo       SCREENING   YES                UNDERWENT           NKUNK1990   NKUNK1990                           

                                                                          TUBECTOMY                                                           

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  052       048              Placebo       SCREENING                      HYPERTENSIVE        HYPERTENSIVE               HYPERTENSION         

                                                                          DIABETES MELLITUS   DIABETES MELLITUS          DIABETES MELLITUS    

                                                                                                                                              

                                                                                                                                              

  053       047              Placebo       SCREENING   YES                ANGIOPLASTY         ANGIOPLASTY                ANGIOPLASTY          

                                                                                                                                              

                                                                                                                                              

  054       042              Arthronat     SCREENING   YES                HYPERTENSIVE        HYPERTENSIVE               HYPERTENSION         

                                                                          HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                                                                                              

  055       041              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  056       051              Arthronat     SCREENING   YES                DIABETES MELLITUS   DIABETES MELLITUS          DIABETES MELLITUS    

                                                                                                                                              

                                                                                                                                              

  057       044              Placebo       SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  058       045              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  059       066              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  060       071              Arthronat     SCREENING   YES                HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                                                                                              

  061       057              Placebo       SCREENING   YES                TUBECTOMY           SALPINGECTOMY              SALPINGECTOMY        

                                                                                                                                              

                                                                          HYSTERECTOMY        HYSTERECTOMY               HYSTERECTOMY         

                                                                                                                                              

                                                                                                                                              

  062       063              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  063       070              Placebo       SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  064       073              Placebo       SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  065       067              Placebo       SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  052       048              Placebo       SCREENING                      HYPERTENSIVE        VASCULAR DISORDERS                  

                                                                          DIABETES MELLITUS   METABOLISM AND                      

                                                                                              NUTRITION DISORDERS                 

                                                                                                                                  

  053       047              Placebo       SCREENING   YES                ANGIOPLASTY         SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  054       042              Arthronat     SCREENING   YES                HYPERTENSIVE        VASCULAR DISORDERS                  

                                                                          HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  055       041              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  056       051              Arthronat     SCREENING   YES                DIABETES MELLITUS   METABOLISM AND                      

                                                                                              NUTRITION DISORDERS                 

                                                                                                                                  

  057       044              Placebo       SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  058       045              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  059       066              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  060       071              Arthronat     SCREENING   YES                HYPERTENSION        VASCULAR DISORDERS                  

                                                                          HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  061       057              Placebo       SCREENING   YES                TUBECTOMY           SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                          HYSTERECTOMY        SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  062       063              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  063       070              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                  

  064       073              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                  

  065       067              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  066       059              Placebo       SCREENING   YES                TYPE II DIABETES    NKUNK2002               YES      YES            

                                                                          MELLITUS                                                            

                                                                                                                                              

  067       075              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  068       061              Placebo       SCREENING   YES                TYPE II DIABETES    NKUNK1995               YES      YES            

                                                                          MELLITUS                                                            

                                                                          HYPERTENSION        NKUNK2000               YES      YES            

                                                                                                                                              

  069       072              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  070       068              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  071       065              Arthronat     SCREENING   YES                TYPE II DIABETES    NKUNK2005               YES      YES            

                                                                          MELLITUS                                                            

                                                                          HYPERTENSION        NKUNK2006               YES      YES            

                                                                          UNDERWENT           NKNOV2008   NKNOV2008                           

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  072       060              Arthronat     SCREENING   YES                TYPE II DIABETES    NKJUL2010               YES      YES            

                                                                          MELLITUS                                                            

                                                                          CATARACT SURGERY    NKAPR2009   NKAPR2009                           

                                                                                                                                              

                                                                                                                                              

  073       062              Arthronat     SCREENING   YES                TYPE II DIABETES    NKUNK2007               YES      YES            

                                                                          MELLITUS                                                            

                                                                                                                                              

  074       058              Placebo       SCREENING   YES                TYPE II DIABETES    NKUNK2006               YES      YES            

                                                                          MELLITUS                                                            

                                                                                                                                              

  075       064              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  076       069              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  077       074              Arthronat     SCREENING   YES                TYPE II DIABETES    NKUNK1995               YES      YES            

                                                                          MELLITUS                                                            

                                                                                                                                              

  078       079              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  079       077              Arthronat     SCREENING   YES                UNDERWENT           NKUNK1985   NKUNK1985                           

                                                                          TUBECTOMY                                                           

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  066       059              Placebo       SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  067       075              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  068       061              Placebo       SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                                                                                              

  069       072              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  070       068              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  071       065              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                          HYPERTENSION        HYPERTENSION               HYPERTENSION         

                                                                          UNDERWENT           HYSTERECTOMY               HYSTERECTOMY         

                                                                          HYSTERECTOMY                                                        

                                                                                                                                              

  072       060              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                          CATARACT SURGERY    CATARACT OPERATION         CATARACT OPERATION   

                                                                                                                                              

                                                                                                                                              

  073       062              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  074       058              Placebo       SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  075       064              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  076       069              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  077       074              Arthronat     SCREENING   YES                TYPE II DIABETES    TYPE II DIABETES MELLITUS  TYPE 2 DIABETES      

                                                                          MELLITUS                                       MELLITUS             

                                                                                                                                              

  078       079              Arthronat     SCREENING   NO                                                                                     

                                                                                                                                              

  079       077              Arthronat     SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  066       059              Placebo       SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  067       075              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  068       061              Placebo       SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                                                                                  

  069       072              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  070       068              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  071       065              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                          HYPERTENSION        VASCULAR DISORDERS                  

                                                                          UNDERWENT           SURGICAL AND                        

                                                                          HYSTERECTOMY        MEDICAL PROCEDURES                  

                                                                                                                                  

  072       060              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                          CATARACT SURGERY    SURGICAL AND                        

                                                                                              MEDICAL PROCEDURES                  

                                                                                                                                  

  073       062              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  074       058              Placebo       SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  075       064              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  076       069              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  077       074              Arthronat     SCREENING   YES                TYPE II DIABETES    METABOLISM AND                      

                                                                          MELLITUS            NUTRITION DISORDERS                 

                                                                                                                                  

  078       079              Arthronat     SCREENING   NO                                                                         

                                                                                                                                  

  079       077              Arthronat     SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                 



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                         Past ongoing   

  Patient   Randomization                  Visit       medical/surgical                                                        medications    

  number    number           Treatment     name        history            Description         Start date  Stop date   Ongoing  recorded       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  080       076              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  081       078              Placebo       SCREENING   YES                UNDERWENT           NKUNK1990   NKUNK1990                           

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  082       080              Placebo       SCREENING   NO                                                                                     

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                                        

  Patient   Randomization                  Visit       medical/surgical                                                                       

  number    number           Treatment     name        history            Description         MH low level term          MH preferred term    

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  080       076              Placebo       SCREENING   NO                                                                                     

                                                                                                                                              

  081       078              Placebo       SCREENING   YES                UNDERWENT           SALPINGECTOMY              SALPINGECTOMY        

                                                                          TUBECTOMY                                                           

                                                                                                                                              

  082       080              Placebo       SCREENING   NO                                                                                     

                                                                                                                                             



MA-CT-10-002 

16.2.20 LISTING OF MEDICAL AND SURGICAL HISTORY BY PATIENT 

 

                                                       Past or ongoing                                                            

  Patient   Randomization                  Visit       medical/surgical                       MH system organ       Supplementary 

  number    number           Treatment     name        history            Description         class                 pages used    

  ------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                  

  080       076              Placebo       SCREENING   NO                                                                         

                                                                                                                                  

  081       078              Placebo       SCREENING   YES                UNDERWENT           SURGICAL AND                        

                                                                          TUBECTOMY           MEDICAL PROCEDURES                  

                                                                                                                                  

  082       080              Placebo       SCREENING   NO                                                                         

                                                                                                                                  



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.21 

 

Orthopaedic Examination of the Index 

Joint 



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  001       007              Placebo       BASELINE         YES                       23JUL2010     TENDERNESS AND CREPTUS OF RIGHT     

                                                                                                    SHOULDER PRESENT ABDUCTION PAINFUL  

                                           SCREENING        YES                       14JUL2010     TENDERNESS, CREPITUS ON             

                                                                                                    SHOULDERMOVENT ABDUCTION PAINFULL.  

                                           WEEK 1 (V3)      YES                       30JUL2010     TENDERNESS. AND CRIPTUS OF          

                                                                                                    SHOULDER JOINT PRESENT              

                                           WEEK 2 (V4)      YES                       06AUG2010     TENDERNESS AND CREPTS OF SHOULDER   

                                                                                                    JOINT WITH ABDUCTION PAINFUL        

                                           WEEK 3 (V5)      YES                       13AUG2010     TENDERNESS AND CREPTUS OF SHOULDER  

                                                                                                    JOINT ABDUCTION PAINFUL             

                                           WEEK 4 (V6)      YES                       21AUG2010     RIGHT SHOULDER TENDERNESS PRESENT   

                                                                                                    WITH PAINFUL ABDUCTION              

                                                                                                                                        

  002       005              Arthronat     BASELINE         YES                       23JUL2010     C/O PAIN ON SQUATTING AND SITTING   

                                                                                                    CROSSED LEGS. ROTATION TERMINAL     

                                                                                                    MOVEMENTS PAINFUL.                  

                                           SCREENING        YES                       14JUL2010     C/O PAIN ON SQUATTING AND SITTING   

                                                                                                    CROSSED LEGS. ROTATION TERMINAL     

                                                                                                    MOVEMENTS PAINFULL.                 

                                           WEEK 1 (V3)      YES                       30JUL2010     PAIN ON SQUATTING ROTATION          

                                                                                                    TERMINAL MOVEMENTS PAINFUL          

                                           WEEK 2 (V4)      YES                       06AUG2010     PAIN ON SQUATTING AND SITTING       

                                                                                                    CROSSED LEGS. ROTATION TERMINAL     

                                                                                                    MOVEMENTS PAINFUL.                  

                                           WEEK 3 (V5)      YES                       13AUG2010     C/O PAIN ON SQUATTING AND SITTING   

                                                                                                    CROSSED LEGS ROTATION TERMINAL      

                                                                                                    MOVEMENTS PAINFUL.                  

                                           WEEK 4 (V6)      YES                       21AUG2010     C/O PAIN ON SQUATTINGS AND SITTING  

                                                                                                    CROSSED LEGS ROTATIONS TERMINAL     

                                                                                                    MOVEMENT PAINFUL                    

                                                                                                                                        

  003       003              Placebo       BASELINE         YES                       23JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS                   

                                           SCREENING        YES                       14JUL2010     RIGHT KNEE TENDERNESS PRESENT.      

                                                                                                    WITH PAINFUL MOVEMENTS              

                                           WEEK 1 (V3)      YES                       30JUL2010     TENDERNESS OF THE RIGHT KNEE        

                                                                                                    PRESENT WITH PAINFUL MOVEMENTS      

                                           WEEK 2 (V4)      YES                       06AUG2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS                   

                                           WEEK 3 (V5)      YES                       13AUG2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS                  



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  003       003              Placebo       WEEK 4 (V6)      YES                       21AUG2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS.                  

                                                                                                                                        

  004       004              Placebo       BASELINE         YES                       23JUL2010     TENDERNESS ANTERIOR JOINT LINE      

                                                                                                    TERMINAL ROTAIN PAINFUL SQUATTING   

                                                                                                    PAINFUL                             

                                           SCREENING        YES                       14JUL2010     TENDERNESS OF ANT JOINT LINE.       

                                                                                                    TERMINAL ROTATION PAIN, SQUATTING   

                                                                                                    PAINFILL.                           

                                           WEEK 1 (V3)      YES                       30JUL2010     TENDERNESS OF ANTERIOR JOINT LINE,  

                                                                                                    TERMINAL ROTATION PAINFUL           

                                           WEEK 2 (V4)      YES                       06AUG2010     TENDERNESS OF ANTERIOR JOINT LINE   

                                                                                                    TERMINAL ROTATION PAINFUL           

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 3 (V5)      YES                       13AUG2010     TENDERNESS OF ANTERIOR JOINT LINE   

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 4 (V6)      YES                       21AUG2010     TENDERNESS OF THE ANTERIOR JOINT    

                                                                                                    LINE.                               

                                                                                                                                        

  005       006              Arthronat     BASELINE         YES                       23JUL2010     RIGHT HIP TENDERNESS WITH PAINFUL   

                                                                                                    SQUATTING                           

                                           SCREENING        YES                       14JUL2010     RIGHT HIP REGION TENDERNESS WITH    

                                                                                                    PAINFUL SQUATTING                   

                                           WEEK 1 (V3)      YES                       30JUL2010     RIGHT HIP REGION TENDERNESS WITH    

                                                                                                    PAINFUL SQUATTING                   

                                           WEEK 2 (V4)      YES                       06AUG2010     RIGHT HIP TENDERNESS                

                                           WEEK 3 (V5)      YES                       13AUG2010     RIGHT HIP TENDERNESS PRESENT        

                                           WEEK 4 (V6)      YES                       21AUG2010     RIGHT HIP TENDERNESS                

                                                                                                                                        

  006       009              Arthronat     BASELINE         YES                       23JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS                   

                                           SCREENING        YES                       15JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MAOVEMENTS                  

                                           WEEK 1 (V3)      YES                       30JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL MOVEMENTS                   

                                           WEEK 2 (V4)      YES                       06AUG2010     RIGHT KNEE TENDERNESS WITH PAINFUL  

                                                                                                    MOVEMENTS                           

                                           WEEK 3 (V5)      YES                       13AUG2010     RIGHT KNEE TENDERNESS REDUCED BUT   

                                                                                                    PAINFUL MOVEMENTS PRESENT           

                                           WEEK 4 (V6)      YES                       21AUG2010     TENDERNESS HAS REDUCED.             

                                                                                                                                       



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  007       001              Placebo       BASELINE         YES                       23JUL2010     LEFT KNEE TENDERNESS PRESENT        

                                           SCREENING        YES                       15JUL2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 1 (V3)      YES                       30JUL2010     LEFT KNEE TENDERNESS                

                                           WEEK 2 (V4)      YES                       06AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 3 (V5)      YES                       13AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 4 (V6)      YES                       21AUG2010     TENDERNESS HAS REDUCED.             

                                                                                                                                        

  008       008              Arthronat     BASELINE         YES                       23JUL2010     RIGHT KNEE TENDERNESS.              

                                           SCREENING        YES                       15JUL2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 1 (V3)      YES                       30JUL2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 2 (V4)      YES                       06AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 3 (V5)      YES                       13AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 4 (V6)      YES                       21AUG2010     TENDERNESS PRESENT                  

                                                                                                                                        

  009       010              Arthronat     BASELINE         YES                       23JUL2010     LEFT KNEE PAINFUL MOVEMENTS         

                                                                                                    PRESENT WITH TENDERNESS OF THE      

                                                                                                    JOINT                               

                                           SCREENING        YES                       15JUL2010     LEFT KNEE PAINFUL MOVEMENTS         

                                                                                                    PRESENT WITH TENDERNESS OF THE      

                                                                                                    JOINT                               

                                           WEEK 1 (V3)      YES                       30JUL2010     LEFT KNEE PAINFUL MOVEMENTS WITH    

                                                                                                    TENDERNESS OF THE JOINT             

                                           WEEK 2 (V4)      YES                       06AUG2010     REDUCED IN TENDERNESS OF OF LEFT    

                                                                                                    KNEE JOINT                          

                                           WEEK 3 (V5)      YES                       13AUG2010     REDUCED TENDERNESS IN THE LEFT      

                                                                                                    KNEE JOINT                          

                                           WEEK 4 (V6)      YES                       21AUG2010     REDUCED TENDERNESS IN THE LEFT      

                                                                                                    KNEE JOINT                          

                                                                                                                                        

  010       002              Placebo       BASELINE         YES                       23JUL2010     GRADE I OSTEOARTHRITIS CHANGES IN   

                                                                                                    THE LEFT KNEE                       

                                           SCREENING        YES                       15JUL2010     GI OA CHANGES IN THE LEFT KNEE.     

                                           WEEK 1 (V3)      YES                       30JUL2010     GRADE I OSTEO-ARTHRITIS CHANGES IN  

                                                                                                    THE LEFT KNEE                       

                                           WEEK 2 (V4)      YES                       06AUG2010     GRADE I OSTEO-ARTHERTIS CHANGES IN  

                                                                                                    THE LEFT KNEE                       

                                           WEEK 3 (V5)      YES                       13AUG2010     GRADE I OSTEO -ARTHERITIS CHANGES   

                                                                                                    IN THE LEFT KNEE                    

                                           WEEK 4 (V6)      YES                       21AUG2010     TENDERNESS REDUCED.                 

                                                                                                                                       



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  011       016              Placebo       BASELINE         YES                       28JUL2010     LEFT KNEE TENDERNESS, MOVEMENTS OF  

                                                                                                    THE KNEE PAINFUL                    

                                           SCREENING        YES                       19JUL2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 1 (V3)      YES                       04AUG2010     LEFT KNEE TENDERNESS,               

                                           WEEK 2 (V4)      YES                       11AUG2010     LEFT KNEE JOINT TENDERNESS PAINFUL  

                                                                                                    MOVEMENTS PRESENT                   

                                           WEEK 3 (V5)      YES                       18AUG2010     LEFT KNEE TENDERNES PRESENT         

                                           WEEK 4 (V6)      YES                       25AUG2010     LEFT KNEE TENDERNESS PRESENT WITH   

                                                                                                    MOVEMENTS ARE PAINFUL               

                                                                                                                                        

  012       011              Arthronat     BASELINE         YES                       28JUL2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       19JUL2010     LOCAL TENDERNESS PRESENT            

                                           WEEK 1 (V3)      YES                       04AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18AUG2010     TENDERNESS REDUCED                  

                                           WEEK 4 (V6)      YES                       25AUG2010     TENDERNESS HAS REDUCED.             

                                                                                                                                        

  013       014              Placebo       BASELINE         YES                       28JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    CREPTUS OF THE JOINT PRESENT        

                                           SCREENING        YES                       19JUL2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    WITH, CREPTS OF JOINT PRESENT       

                                           WEEK 1 (V3)      YES                       04AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    CREPTUS OF THE JOINT PRESENT        

                                           WEEK 2 (V4)      YES                       11AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 3 (V5)      YES                       18AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 4 (V6)      YES                       25AUG2010     RIGHT KNEE TENDERNESS PRESENT AND   

                                                                                                    INTENSITY OF PAIN IS SAME           

                                                                                                                                        

  014       013              Arthronat     BASELINE         YES                       28JUL2010     RIGHT KNEE TENDERNESS, PRESENT      

                                                                                                    WITH PAINFUL SQUATTING              

                                           SCREENING        YES                       20JUL2010     RIGHT KNEE TENDERNESS AND           

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 1 (V3)      YES                       04AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 2 (V4)      YES                       11AUG2010     TENDERNESS OF THE RIGHT KNEE JOINT  

                                                                                                    PRESENT SQUATTING PAINFUL           

                                           WEEK 3 (V5)      YES                       18AUG2010     RIGHT KNEE TENDERNESS SQUATTING     

                                                                                                    PAINFUL                             

                                           WEEK 4 (V6)      YES                       25AUG2010     REDUCED TENDERNESS OF RIGHT KNEE    

                                                                                                    JOINT. PAINFUL SQUATTING            

                                                                                                                                        

  015       012              Placebo       BASELINE         YES                       28JUL2010     RIGHT KNEE TENDERNESS PRESENT      



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  015       012              Placebo       SCREENING        YES                       20JUL2010     RIGHT KNEE TENDERNESS. PRESENT      

                                                                                                    PAIN INTENSITY IS SEVERE            

                                           WEEK 1 (V3)      YES                       04AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 2 (V4)      YES                       11AUG2010     RIGHT KNEE TENDERNESS PRESENT BUT   

                                                                                                    INTENSITY OF PAIN REDUCED           

                                           WEEK 3 (V5)      YES                       18AUG2010     REDUCED RIGHT KNEE TENDERNESS AND   

                                                                                                    INTENSITY OF PAIN REDUCED           

                                           WEEK 4 (V6)      YES                       25AUG2010     REDUCED TENDERNESS IN THE RIGHT     

                                                                                                    KNEE                                

                                                                                                                                        

  016       015              Arthronat     BASELINE         YES                       28JUL2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       20JUL2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18AUG2010     TENDERNESS HAS REDUCED.             

                                           WEEK 4 (V6)      YES                       25AUG2010     TENDERNESS HAS REDUCED.             

                                                                                                                                        

  018       026              Arthronat     BASELINE         YES                       04AUG2010     TENDERNESS OF JOINT SEEN.           

                                           SCREENING        YES                       27JUL2010     TENDERNESS SEEN                     

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS REDUCED SLIGHTLY.        

                                           WEEK 3 (V5)      YES                       25AUG2010     TENDERNESS HAS REDUCED.             

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS REDUCED.                 

                                                                                                                                        

  019       018              Arthronat     BASELINE         YES                       04AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT AND CREPTUS PRESENT         

                                           SCREENING        YES                       27JUL2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL SQUATTING WITH CREPTUS OF   

                                                                                                    JOINT                               

                                           WEEK 1 (V3)      YES                       11AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 2 (V4)      YES                       18AUG2010     RIGHT KNEE TENDERNESS BETTER        

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 3 (V5)      YES                       25AUG2010     RIGHT KNEE TENDERNESS PRESENT PAIN  

                                                                                                    INTENSITY REDUCED                   

                                           WEEK 4 (V6)      YES                       01SEP2010     RIGHT KNEE JOINT TENDERNESS BETTER  

                                                                                                    CREPTUS PRESENT                     

                                                                                                                                        

  020       027              Arthronat     BASELINE         YES                       04AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       27JUL2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT IN LEFT KNEE    



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       
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  020       027              Arthronat     WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       25AUG2010     TENDERNESS HAS REDUCED              

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS HAS REDUCED.             

                                                                                                                                        

  021       023              Arthronat     BASELINE         YES                       04AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       27JUL2010     TENDERNESS PRESENT IN THE LEFT      

                                                                                                    KNEE JOINT                          

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       25AUG2010     TENDERNESS HAS REDUCED              

                                                                                                    COMPARITIVELY.                      

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS REDUCED                  

                                                                                                                                        

  022       024              Arthronat     BASELINE         YES                       04AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       27JUL2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS, NO CHANGE IN PAIN       

                                           WEEK 3 (V5)      YES                       25AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    REDUCED TENDERNESS                  

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS OF THE LEFT KNEE JOINT   

                                                                                                    PRESENT PAIN INTENSITY REDUCED      

                                                                                                                                        

  023       022              Placebo       BASELINE         YES                       04AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT SQUATTING PAINFUL           

                                           SCREENING        YES                       27JUL2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 1 (V3)      YES                       11AUG2010     REDUCED IN THE PAIN AND REDUCED IN  

                                                                                                    THE TENDERNESS OF THE JOINT RIGHT   

                                           WEEK 2 (V4)      YES                       18AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT. TENDERNESS SAME AS PRIOR   

                                                                                                    WEEK                                

                                           WEEK 3 (V5)      YES                       25AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    COMPARED LAST WEEK ITS SAME         

                                           WEEK 4 (V6)      YES                       01SEP2010     RIGHT TENDERNESS OF THE REDUCED     

                                                                                                    MUCH FEELING COMFORTABLE IN         

                                                                                                    SQUATTING                           

                                                                                                                                        

  024       020              Arthronat     BASELINE         YES                       04AUG2010     TENDERNESS PRESENT, CREPTS PRESENT. 

                                           SCREENING        YES                       27JUL2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT, CREPTS SEEN.    

                                           WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS PRESENT, CREPTS PRESENT.
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  024       020              Arthronat     WEEK 3 (V5)      YES                       25AUG2010     TENDERNESS REDUCED, CREPTS SEEN.    

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS PRESENT, CREPTS SEEN.    

                                                                                                                                        

  025       017              Placebo       BASELINE         YES                       04AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    CREPTUS PRESENT                     

                                           SCREENING        YES                       27JUL2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 1 (V3)      YES                       11AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 2 (V4)      YES                       18AUG2010     LEFT KNEE TENDERNESS PRESENT WITH   

                                                                                                    CREPTUS OF THE JOINT PRESENT        

                                           WEEK 3 (V5)      YES                       25AUG2010     LEFT KNEE TENDERNESS PRESENT WITH   

                                                                                                    CREPTUS OF THE JOINT PRESENT        

                                           WEEK 4 (V6)      YES                       01SEP2010     LEFT KNEE TENDERNESS PRESENT WITH   

                                                                                                    CREPTUS PRESENCE                    

                                                                                                                                        

  026       021              Placebo       BASELINE         YES                       04AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT WITH CREPTUS OF THE JOINT   

                                           SCREENING        YES                       27JUL2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT WITH CREPTUS OF THE JOINT   

                                                                                                    PRESENT                             

                                           WEEK 1 (V3)      YES                       11AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT WITH CREPTUS OF THE JOINT   

                                                                                                    PRESENT                             

                                           WEEK 2 (V4)      YES                       18AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT. NO CHANGES IN PAIN         

                                                                                                    INTENSITY                           

                                           WEEK 3 (V5)      YES                       25AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT NO CHANGES IN PAIN          

                                                                                                    INTENSITY                           

                                           WEEK 4 (V6)      YES                       01SEP2010     RIGHT KNEE TENDERNESS IS PRESENT    

                                                                                                    CREPTUS OF THE JOINT PRESENT        

                                                                                                                                        

  027       025              Placebo       BASELINE         YES                       04AUG2010     TENDERNESS PRESENT.                 

                                           SCREENING        YES                       27JUL2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       11AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 2 (V4)      YES                       18AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 3 (V5)      YES                       25AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 4 (V6)      YES                       01SEP2010     TENDERNESS PRESENT.                 

                                                                                                                                        

  028       019              Placebo       BASELINE         YES                       04AUG2010     LEFT KNEE TENDERNESS INCREASE      
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  028       019              Placebo       SCREENING        YES                       27JUL2010     LEFT KNEE JOINT TENDERNESS PRESENT. 

                                           WEEK 1 (V3)      YES                       11AUG2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    INCREASED IN THE TENDERNESS         

                                           WEEK 2 (V4)      YES                       18AUG2010     INCREASED TENDERNESS IN THE LEFT    

                                                                                                    KNEE JOINT                          

                                           WEEK 3 (V5)      YES                       25AUG2010     LEFT KNEE JOINT TENDERNESS          

                                                                                                    INCREASED                           

                                           WEEK 4 (V6)      YES                       01SEP2010     LEFT KNEE JOINT TENDERNESS IS SAME  

                                                                                                    AS LAST VISIT                       

                                                                                                                                        

  029       029              Placebo       BASELINE         YES                       04AUG2010     RIGHT KNEE TENDERNESS PRESENT WITH  

                                                                                                    PAINFUL SQUATTING                   

                                           SCREENING        YES                       27JUL2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT WITH PAINFUL SQUATTING      

                                           WEEK 1 (V3)      YES                       11AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT WITH SQUATTING PAINFUL      

                                           WEEK 2 (V4)      YES                       18AUG2010     RIGHT KNEE TENDERNESS OF THE JOINT  

                                                                                                    THE PRESENT PAIN INTENSITY SAME     

                                           WEEK 3 (V5)      YES                       25AUG2010     RIGHT KNEE TENDERNESS SAME NO       

                                                                                                    CHANGES IN THE TENDERNESS           

                                           WEEK 4 (V6)      YES                       01SEP2010     RIGHT KNEE TENDERNESS SAME NO       

                                                                                                    CHANGES IN PAIN INTENSITY           

                                                                                                                                        

  030       028              Arthronat     BASELINE         YES                       04AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                           SCREENING        YES                       27JUL2010     LEFT KNEE TENDERNESS PRESENT WITH   

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 1 (V3)      YES                       11AUG2010     LEFT KNEE TENDERNESS REDUCED        

                                                                                                    FEELING LITTLE BETTER               

                                           WEEK 2 (V4)      YES                       18AUG2010     LEFT KNEE TENDERNESS IS PRESENT     

                                                                                                    REDUCED IN THE PAIN INTENSITY       

                                           WEEK 3 (V5)      YES                       25AUG2010     LEFT KNEE TENDERNESS REDUCED PAIN   

                                                                                                    INTENSITY REDUCED                   

                                           WEEK 4 (V6)      YES                       01SEP2010     REDUCED PAIN INTENSITY AND          

                                                                                                    TENDERNESS OF THE JOINT LEFT KNEE   

                                                                                                                                        

  031       031              Arthronat     BASELINE         YES                       10AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS HAS REDUCED              

                                                                                                    COMPARITIVELY                      
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  031       031              Arthronat     WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS HAS REDUCED.             

                                                                                                                                        

  032       032              Placebo       BASELINE         YES                       10AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS HAS SLIGHTLY INCREASED.  

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS PRESENT.                 

                                                                                                                                        

  033       039              Arthronat     BASELINE         YES                       10AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS HAS REDUCED              

                                                                                                    COMPARITIVELY.                      

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS REDUCED                  

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS REDUCED.                 

                                                                                                                                        

  034       040              Arthronat     BASELINE         YES                       10AUG2010     TENDERNESS PRESENT.                 

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS PRESENT                  

                                                                                                                                        

  035       038              Placebo       BASELINE         YES                       10AUG2010     TENDERNESS PRESENT IN LEFT SIDE OF  

                                                                                                    HIP                                 

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT IN LEFT SIDE OF  

                                                                                                    HIP                                 

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT IN LEFT SIDE OF  

                                                                                                    HIP.                                

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS IN LEFT SIDE OF HIP      

                                                                                                    PRESENT.                            

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS PRESENT.                 

                                                                                                                                        

  036       033              Arthronat     BASELINE         YES                       10AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           SCREENING        YES                       02AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       17AUG2010     REDUCED RIGHT KNEE TENDERNESS       

                                                                                                    FEELING LITTLE BETTER               

                                           WEEK 2 (V4)      YES                       24AUG2010     RIGHT KNEE TENDERNESS REDUCED      
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  036       033              Arthronat     WEEK 3 (V5)      YES                       31AUG2010     RIGHT KNEE TENDERNESS REDUCED       

                                                                                                    COMPARED TO PRIOR VISIT             

                                           WEEK 4 (V6)      YES                       07SEP2010     REDUCED TENDERNESS OF RIGHT KNEE    

                                                                                                    JOINT                               

                                                                                                                                        

  037       037              Arthronat     BASELINE         YES                       10AUG2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS PRESENT, CREPTS SEEN.    

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT CREPTS SEEN      

                                           WEEK 4 (V6)      YES                       07SEP2010     CREPTS SEEN. TENDERNESS REDUCED     

                                                                                                    COMPARITIVELY.                      

                                                                                                                                        

  038       035              Placebo       BASELINE         YES                       10AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                           SCREENING        YES                       02AUG2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    SQUATTING PAINFUL                   

                                           WEEK 1 (V3)      YES                       17AUG2010     LEFT KNEE TENDERNESS PRESENT PAIN   

                                                                                                    INTENSITY IS SAME                   

                                           WEEK 2 (V4)      YES                       24AUG2010     LEFT KNEE TENDERNESS SAME NO        

                                                                                                    CHANGES PAIN INTENSITY              

                                           WEEK 3 (V5)      YES                       31AUG2010     LEFT KNEE TENDERNESS SAME COMPARE   

                                                                                                    TO PRIOR VISIT                      

                                           WEEK 4 (V6)      YES                       07SEP2010     LEFT KNEE TENDERNESS IS SAME NO     

                                                                                                    CHANGES IN PAIN INTENSITY           

                                                                                                                                        

  039       034              Placebo       BASELINE         YES                       10AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS PRESENT.                 

                                                                                                                                        

  040       036              Placebo       BASELINE         YES                       10AUG2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       02AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 1 (V3)      YES                       17AUG2010     TENDERNESS PRESENT.                 

                                           WEEK 2 (V4)      YES                       24AUG2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       31AUG2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       07SEP2010     TENDERNESS PRESENT.                 

                                                                                                                                        

  041       030              Placebo       BASELINE         YES                       10AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                           SCREENING        YES                       02AUG2010     RIGHT KNEE TENDERNESS PRESENT      
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  041       030              Placebo       WEEK 1 (V3)      YES                       17AUG2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    COMPARE TO PRIOR VISIT SAME         

                                           WEEK 2 (V4)      YES                       24AUG2010     RIGHT KNEE TENDERNESS INCREASED     

                                           WEEK 3 (V5)      YES                       31AUG2010     RIGHT KNEE TENDERNESS PRESENT PAIN  

                                                                                                    INTENSITY SAME                      

                                           WEEK 4 (V6)      YES                       07SEP2010     RIGHT KNEE TENDERNESS PRESENT PAIN  

                                                                                                    INTENSITY IS SAME                   

                                                                                                                                        

  042       050              Arthronat     BASELINE         YES                       13SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           SCREENING        YES                       31AUG2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 1 (V3)      YES                       20SEP2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    REDUCED PAIN INTENSITY              

                                           WEEK 2 (V4)      YES                       27SEP2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    REDUCED PAIN INTENSITY              

                                           WEEK 3 (V5)      YES                       04OCT2010     LEFT KNEE TENDERNESS PRESENT PAIN   

                                                                                                    IS VERY LESS                        

                                           WEEK 4 (V6)      YES                       11OCT2010     LEFT KNEE TENDERNESS REDUCED MUCH   

                                                                                                    FEELING MORE COMFORTABLE            

                                                                                                                                        

  043       052              Arthronat     BASELINE         YES                       13SEP2010     LEFT KNEE TENDERNESS PRESENT        

                                           SCREENING        YES                       31AUG2010     LEFT KNEE PRESENT TENDERNESS        

                                           WEEK 1 (V3)      YES                       20SEP2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 2 (V4)      YES                       27SEP2010     LEFT KNEE TENDERNESS PRESENT        

                                           WEEK 3 (V5)      YES                       04OCT2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    REDUCED PAIN INTENSITY              

                                           WEEK 4 (V6)      YES                       11OCT2010     LEFT KNEE TENDERNESS PRESENT        

                                                                                                    FEELING BETTER WITH PAIN INTENSITY  

                                                                                                                                        

  045       043              Arthronat     BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT PAINFUL SQUATTING           

                                           SCREENING        YES                       31AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT REDUCED PAIN INTENSITY      

                                           WEEK 3 (V5)      YES                       04OCT2010     RIGHT KNEE TENDERNESS REDUCED       

                                           WEEK 4 (V6)      YES                       11OCT2010     RIGHT KNEE TENDERNESS PRESENT       

                                                                                                    REDUCED PAIN INTENSITY              

                                                                                                                                        

  046       053              Placebo       BASELINE         YES                       13SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    & CREPTUS PRESENT                  
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  046       053              Placebo       SCREENING        YES                       31AUG2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    & CREPTUS PRESENT                   

                                           WEEK 1 (V3)      YES                       20SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 2 (V4)      YES                       27SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 3 (V5)      YES                       04OCT2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 4 (V6)      YES                       11OCT2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    & CREPTUS PRESENT                   

                                                                                                                                        

  047       054              Arthronat     BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           SCREENING        YES                       31AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT REDUCED PAIN INTENSITY      

                                           WEEK 3 (V5)      YES                       04OCT2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT. REDUCED PAIN INTENSITY     

                                           WEEK 4 (V6)      YES                       11OCT2010     REDUCED TENDERNESS OF THE RIGHT     

                                                                                                    KNEE JOINT                          

                                                                                                                                        

  048       055              Placebo       BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           SCREENING        YES                       31AUG2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT SQUATTING PAINFUL           

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 3 (V5)      YES                       04OCT2010     RIGHT KNEE JOINT TENDERNESS NO      

                                                                                                    CHANGE IN PAIN & TENDERNESS         

                                           WEEK 4 (V6)      YES                       11OCT2010     INDEX JOINT TENDERNESS ARE PRESENT  

                                                                                                    NO CHANGES IN PAIN INTENSITY        

                                                                                                                                        

  049       056              Arthronat     BASELINE         YES                       13SEP2010     RIGHT KNEE TENDERNESS PRESENT       

                                           SCREENING        YES                       31AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT REDUCED PAIN INTENSITY      

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT REDUCED IN PAIN             

                                           WEEK 3 (V5)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    REDUCED PAIN INTENSITY              

                                           WEEK 4 (V6)      YES                       11OCT2010     REDUCED TENDERNESS OF THE RIGHT     

                                                                                                    KNEE JOINT                          

                                                                                                                                       



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  050       046              Arthronat     BASELINE         YES                       13SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           SCREENING        YES                       31AUG2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 1 (V3)      YES                       20SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       27SEP2010     REDUCED TENDERNESS OF LEFT KNEE     

                                                                                                    JOINT                               

                                           WEEK 3 (V5)      YES                       04OCT2010     REDUCED TENDERNESS OF THE INDEX     

                                                                                                    JOINT                               

                                           WEEK 4 (V6)      YES                       11OCT2010     REDUCED TENDERNESS OF INDEX JOINT   

                                                                                                    TENDERNESS                          

                                                                                                                                        

  051       049              Placebo       BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           SCREENING        YES                       31AUG2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS PAIN    

                                                                                                    INTENSITY IS SAME                   

                                           WEEK 2 (V4)      YES                       27SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 3 (V5)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 4 (V6)      YES                       11OCT2010     RIGHT KNEE JOINT TENDERNESS PAIN    

                                                                                                    INTENSITY IS SAME                   

                                                                                                                                        

  052       048              Placebo       BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT SQUATTING PAINFUL           

                                           SCREENING        YES                       02SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       27SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    PAIN INTENSITY NO CHANGE            

                                           WEEK 3 (V5)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 4 (V6)      YES                       11OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    PAIN INTENSITY SAME                 

                                                                                                                                        

  053       047              Placebo       BASELINE         YES                       13SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT AND SQUATTING PAINFUL       

                                           SCREENING        YES                       02SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT, NO CHANGES IN PAIN         

                                                                                                    INTENSITY                           

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT, THERE IS NO CHANGES IN     

                                                                                                    PAIN INTENSITY                      

                                           WEEK 3 (V5)      YES                       04OCT2010     RIGHT KNEE JOINT TENDERNESS PRESENT
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16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  053       047              Placebo       WEEK 4 (V6)      YES                       11OCT2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT, NO CHANGES IN PAIN         

                                                                                                    INTENSITY                           

                                                                                                                                        

  054       042              Arthronat     BASELINE         YES                       13SEP2010     RIGHT KNEE TENDERNESS PRESENT       

                                           SCREENING        YES                       02SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       20SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 2 (V4)      YES                       27SEP2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 3 (V5)      YES                       04OCT2010     RIGHT KNEE JOINT TENDERNESS         

                                                                                                    PRESENT, PAIN INTENSITY REDUCED     

                                           WEEK 4 (V6)      YES                       11OCT2010     RIGHT KNEE TENDERNESS PRESENT,      

                                                                                                    REDUCED PAIN INTENSITY              

                                                                                                                                        

  055       041              Placebo       BASELINE         YES                       13SEP2010     INDEX JOINT TENDERNESS AND          

                                                                                                    SQUATTING PAINFUL                   

                                           SCREENING        YES                       02SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 1 (V3)      YES                       20SEP2010     INDEX JOINT TENDERNESS PRESENT &    

                                                                                                    NO CHANGES IN PAIN INTENSITY        

                                           WEEK 2 (V4)      YES                       27SEP2010     INDEX JOINT TENDERNESS PRESENT NO   

                                                                                                    CHANGE IN PAIN INTENSITY            

                                           WEEK 3 (V5)      YES                       04OCT2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    NO IMPROVEMENT                      

                                           WEEK 4 (V6)      YES                       11OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    PAIN INTENSITY IS SAME              

                                                                                                                                        

  056       051              Arthronat     BASELINE         YES                       13SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    & CREPTUS PRESENT                   

                                           SCREENING        YES                       02SEP2010     INDEX JOINT TENDERNESS PRESENT AND  

                                                                                                    CREPTUS PRESENT                     

                                           WEEK 1 (V3)      YES                       20SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       27SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    REDUCED LITTLE BIT                  

                                           WEEK 3 (V5)      YES                       04OCT2010     REDUCED INDEX JOINT TENDERNESS      

                                           WEEK 4 (V6)      YES                       11OCT2010     REDUCED TENDERNESS OF THE LEFT      

                                                                                                    KNEE JOINT                          

                                                                                                                                        

  057       044              Placebo       BASELINE         YES                       13SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           SCREENING        YES                       02SEP2010     LEFT KNEE JOINT TENDERNESS          

                                           WEEK 1 (V3)      YES                       20SEP2010     LEFT KNEE JOINT KNEE TENDERNESS     

                                                                                                    PRESENT                             

                                           WEEK 2 (V4)      YES                       27SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT 
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                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           
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  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  057       044              Placebo       WEEK 3 (V5)      YES                       04OCT2010     LEFT KNEE JOINT TENDERNESS NO       

                                                                                                    CHANGE IN PAIN INTENSITY            

                                           WEEK 4 (V6)      YES                       11OCT2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                                                        

  058       045              Arthronat     BASELINE         YES                       13SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           SCREENING        YES                       02SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 1 (V3)      YES                       20SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                                                                                    NO CHANGE IN PAIN INTENSITY         

                                           WEEK 2 (V4)      YES                       27SEP2010     LEFT KNEE JOINT TENDERNESS          

                                                                                                    PRESENT, REDUCED TENDERNESS         

                                           WEEK 3 (V5)      YES                       04OCT2010     REDUCED TENDERNESS OF THE LEFT      

                                                                                                    KNEE JOINT TENDERNESS               

                                           WEEK 4 (V6)      YES                       11OCT2010     REDUCED TENDERNESS OF LEFT KNEE     

                                                                                                    JOINT TENDERNESS                    

                                                                                                                                        

  059       066              Placebo       BASELINE         YES                       27SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           SCREENING        YES                       14SEP2010     RIGHT KNEE TENDERNESS PRESENT       

                                           WEEK 1 (V3)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       11OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 3 (V5)      YES                       18OCT2010     INDEX JOINT TENDERNESS PRESENT,     

                                                                                                    REDUCED LITTLE BIT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                                                        

  060       071              Arthronat     BASELINE         YES                       27SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           SCREENING        YES                       14SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 1 (V3)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       11OCT2010     REDUCED TENDERNESS OF LEFT KNEE     

                                                                                                    JOINT                               

                                           WEEK 3 (V5)      YES                       18OCT2010     REDUCED TENDERNESS OF LEFT KNEE     

                                                                                                    JOINT, PAIN INTENSITY REDUCED MUCH  

                                           WEEK 4 (V6)      YES                       25OCT2010     REDUCED TENDERNESS, FEELING MORE    

                                                                                                    COMFORTABLE                         

                                                                                                                                        

  061       057              Placebo       BASELINE         YES                       27SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           SCREENING        YES                       14SEP2010     LEFT KNEE JOINT TENDERNESS PRESENT  

                                           WEEK 1 (V3)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 2 (V4)      YES                       11OCT2010     INDEX JOINT TENDERNESS PRESENT,     

                                                                                                    REDUCED PAIN INTENSITY LITTLE       

                                           WEEK 3 (V5)      YES                       18OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                           WEEK 4 (V6)      YES                       25OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                    REDUCED PAIN INTENSITY LITTLE      
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                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           
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  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

                                                                                                                                        

  062       063              Placebo       BASELINE         YES                       27SEP2010     INDEX JOINT TENDERNESS PRESENT      

                                           SCREENING        YES                       14SEP2010     RIGHT KNEE JOINT TENDERNESS PRESENT 

                                           WEEK 1 (V3)      YES                       04OCT2010     INDEX JOINT TENDERNESS PRESENT NO   

                                                                                                    CHANGE IN PAIN INTENSITY            

                                           WEEK 2 (V4)      YES                       11OCT2010     INDEX JOINT TENDERNESS PRESENT, NO  

                                                                                                    CHANGE IN PAIN INTENSITY            

                                           WEEK 3 (V5)      YES                       18OCT2010     INDEX JOINT TENDERNESS PRESENT NO   

                                                                                                    CHANGE IN PAIN INTENSITY            

                                           WEEK 4 (V6)      YES                       25OCT2010     INDEX JOINT TENDERNESS PRESENT      

                                                                                                                                        

  063       070              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  064       073              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS PRESENT                  

                                                                                                                                        

  065       067              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS AND CREPTS PRESENT       

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS AND CREPTS SEEN          

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT, CREPTS PRESENT  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT, CREPTS SEEN.    

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS PRESENT, CREPTUS SEEN    

                                                                                                                                        

  066       059              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT.                 

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS PRESENT                  

                                                                                                                                        

  067       075              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT                 
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  067       075              Placebo       WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT.                 

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS HAD REDUCED              

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  068       061              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS AND CREPTUS PRESENT      

                                           SCREENING        YES                       14SEP2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                                                                                                                        

  069       072              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       14SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  070       068              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS & CREPTUS PRESENT        

                                           SCREENING        YES                       14SEP2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS, CREPTUS PRESENT         

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                                                                                                                        

  071       065              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       16SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS HAS REDUCED              

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS HAS REDUCED              

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  072       060              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS & CREPTUS PRESENT        

                                           SCREENING        YES                       16SEP2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS & CREPTUS PRESENT        

                                                                                                                                        

  073       062              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS PRESENT                 



MA-CT-10-002 

16.2.21 LISTING OF ORTHOPAEDIC EXAMINATION OF THE INDEX JOINT  BY PATIENT 

 

                                                            Orthopaedic                                                                 

                                                            examination of            Date of                                           

  Patient   Randomization                                   the Index        If no,   Orthopaedic                                       

  number    number           Treatment     Visit name       joint performed  reason   examination   Significant findings                

  ------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                        

  073       062              Arthronat     SCREENING        YES                       16SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS PRESENT                  

                                                                                                                                        

  074       058              Placebo       BASELINE         YES                       27SEP2010     TENDERNESS & CREPTUS PRESENT        

                                           SCREENING        YES                       16SEP2010     TENDERNESS PRESENT, CREPTUS PRESENT 

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT, CREPITUS        

                                                                                                    PRESENT                             

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS & CREPTUS PRESENT        

                                                                                                                                        

  075       064              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS, CREPTUS PRESENT         

                                           SCREENING        YES                       16SEP2010     TENDERNESS PRESENT CREPTUS PRESENT  

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS & CREPTUS PRESENT        

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS, CREPTUS PRESENT         

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS PRESENT CREPTUS PRESENT  

                                                                                                                                        

  076       069              Arthronat     BASELINE         YES                       27SEP2010     TENDERNESS AND CREPITUS PRESENT     

                                           SCREENING        YES                       16SEP2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 1 (V3)      YES                       04OCT2010     TENDERNESS PRESENT, CREPITUS        

                                                                                                    PRESENT                             

                                           WEEK 2 (V4)      YES                       11OCT2010     TENDERNESS OF THE JOINT PRESENT,    

                                                                                                    CREPITUS PRESENT                    

                                           WEEK 3 (V5)      YES                       18OCT2010     TENDERNESS PRESENT, CREPITUS        

                                                                                                    PRESENT                             

                                           WEEK 4 (V6)      YES                       25OCT2010     TENDERNESS HAS REDUCED, CREPITUS    

                                                                                                    PRESENT                             

                                                                                                                                        

  077       074              Arthronat     BASELINE         YES                       06OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           SCREENING        YES                       28SEP2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS AND CREPTUS PRESENT      

                                                                                                                                        

  078       079              Arthronat     BASELINE         YES                       06OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           SCREENING        YES                       28SEP2010     TENDERNESS AND CREPTUS PRESENT     
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  078       079              Arthronat     WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS AND CREPTUS PRESENT      

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS AND CREPTUS PRESENT      

                                                                                                                                        

  079       077              Arthronat     BASELINE         YES                       06OCT2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       28SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  080       076              Placebo       BASELINE         YES                       06OCT2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       28SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS PRESENT BUT HAS REDUCED  

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS HAS REDUCED              

                                                                                                                                        

  081       078              Placebo       BASELINE         YES                       06OCT2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       28SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS PRESENT                  

                                                                                                                                        

  082       080              Placebo       BASELINE         YES                       06OCT2010     TENDERNESS PRESENT                  

                                           SCREENING        YES                       28SEP2010     TENDERNESS PRESENT                  

                                           WEEK 1 (V3)      YES                       13OCT2010     TENDERNESS PRESENT                  

                                           WEEK 2 (V4)      YES                       20OCT2010     TENDERNESS PRESENT                  

                                           WEEK 3 (V5)      YES                       27OCT2010     TENDERNESS PRESENT                  

                                           WEEK 4 (V6)      YES                       02NOV2010     TENDERNESS PRESENT                  
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  Patient   Randomization                  Visit name   onset of      Date of       Joints        Index                                  

  number    number           Treatment                  symptoms      diagnosis     affected      joint       Side    Treatment for OA   

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  001       007              Placebo       SCREENING    02FEB2010     06APR2010     SHOULDER      SHOULDER    RIGHT   NSAIDS             

                                                                                                                                         

  002       005              Arthronat     SCREENING    NKJAN2010     NKAPR2010     HIP           HIP         RIGHT   NSAIDS             

                                                                                                                                         

  003       003              Placebo       SCREENING    NKUNK2009     NKMAR2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  004       004              Placebo       SCREENING    NKDEC2009     NKMAR2010     HIP           HIP         LEFT    NSAIDS             

                                                                                                                                         

  005       006              Arthronat     SCREENING    NKUNK2005     NKJAN2010     HIP           HIP         RIGHT   NSAIDS             

                                                                                                                                         

  006       009              Arthronat     SCREENING    NKUNK2000     NKMAR2006     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  007       001              Placebo       SCREENING    NKFEB2010     NKFEB2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  008       008              Arthronat     SCREENING    NKFEB2010     20FEB2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  009       010              Arthronat     SCREENING    NKOCT2008     NKMAY2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  010       002              Placebo       SCREENING    NKMAR2010     NKMAR2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  011       016              Placebo       SCREENING    NKDEC2009     NKJAN2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  012       011              Arthronat     SCREENING    NKMAR2008     NKMAR2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  013       014              Placebo       SCREENING    NKMAY2008     NKDEC2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  014       013              Arthronat     SCREENING    NKJAN2010     NKJAN2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  015       012              Placebo       SCREENING    NKJAN2010     NKJAN2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  016       015              Arthronat     SCREENING    NKUNK2009     NKUNK2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  018       026              Arthronat     SCREENING    NKFEB2009     NKJUN2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  019       018              Arthronat     SCREENING    NKUNK2006     NKUNK2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  020       027              Arthronat     SCREENING    NKJAN2009     NKFEB2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  021       023              Arthronat     SCREENING    NKMAY2009     NKJUN2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  022       024              Arthronat     SCREENING    NKJUN2009     NKJUL2009     KNEE          KNEE        LEFT    NSAIDS             
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  023       022              Placebo       SCREENING    NKJUN2009     NKJUN2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  024       020              Arthronat     SCREENING    NKJAN2008     NKAPR2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  025       017              Placebo       SCREENING    NKMAR2009     NKMAY2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  026       021              Placebo       SCREENING    NKMAY2009     NKJUN2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  027       025              Placebo       SCREENING    NKAUG2009     NKSEP2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  028       019              Placebo       SCREENING    NKJUL2008     NKDEC2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  029       029              Placebo       SCREENING    NKMAY2009     NKJUL2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  030       028              Arthronat     SCREENING    NKJAN2009     NKMAY2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  031       031              Arthronat     SCREENING    NKOCT2009     NKNOV2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  032       032              Placebo       SCREENING    NKJAN2009     NKFEB2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  033       039              Arthronat     SCREENING    NKDEC2009     NKJAN2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  034       040              Arthronat     SCREENING    NKJAN2009     NKJUN2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  035       038              Placebo       SCREENING    NKMAR2009     NKNOV2009     HIP           HIP         LEFT    NSAIDS             

                                                                                                                                         

  036       033              Arthronat     SCREENING    NKJAN2010     NKFEB2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  037       037              Arthronat     SCREENING    NKDEC2007     NKJUN2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  038       035              Placebo       SCREENING    NKDEC2008     NKMAY2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  039       034              Placebo       SCREENING    NKDEC2009     NKFEB2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  040       036              Placebo       SCREENING    NKSEP2009     NKDEC2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  041       030              Placebo       SCREENING    NKFEB2010     NKFEB2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  042       050              Arthronat     SCREENING    NKJAN2010     NKFEB2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  043       052              Arthronat     SCREENING    NKDEC2009     NKFEB2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                        



MA-CT-10-002 

16.2.22 LISTING OF OSTEOARTHRITIS HISTORY BY PATIENT 

 

                                                        Date of                                                                          

  Patient   Randomization                  Visit name   onset of      Date of       Joints        Index                                  

  number    number           Treatment                  symptoms      diagnosis     affected      joint       Side    Treatment for OA   

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  045       043              Arthronat     SCREENING    NKMAR2009     NKMAY2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  046       053              Placebo       SCREENING    NKDEC2007     NKFEB2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  047       054              Arthronat     SCREENING    NKDEC2009     NKJAN2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  048       055              Placebo       SCREENING    NKOCT2007     NKDEC2007     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  049       056              Arthronat     SCREENING    NKJAN2010     10MAR2010     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  050       046              Arthronat     SCREENING    NKFEB2010     NKMAR2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  051       049              Placebo       SCREENING    NKOCT2008     NKDEC2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  052       048              Placebo       SCREENING    NKJUL2009     NKSEP2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  053       047              Placebo       SCREENING    NKMAY2004     NKOCT2004     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  054       042              Arthronat     SCREENING    NKMAY2008     NKDEC2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  055       041              Placebo       SCREENING    NKOCT2009     NKJAN2010     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  056       051              Arthronat     SCREENING    NKMAR2009     NKJUL2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  057       044              Placebo       SCREENING    NKJUL2009     NKJAN2010     KNEE          KNEE        LEFT    OTHER              

                                                                                                                                         

  058       045              Arthronat     SCREENING    NKDEC2008     NKMAR2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  059       066              Placebo       SCREENING    NKMAY2009     NKOCT2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  060       071              Arthronat     SCREENING    NKDEC2007     NKMAR2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  061       057              Placebo       SCREENING    NKFEB2008     NKOCT2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  062       063              Placebo       SCREENING    NKDEC2008     NKOCT2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  063       070              Placebo       SCREENING    NKJUL2009     NKSEP2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  064       073              Placebo       SCREENING    NKOCT2009     NKNOV2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  065       067              Placebo       SCREENING    NKDEC2007     NKSEP2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                        



MA-CT-10-002 

16.2.22 LISTING OF OSTEOARTHRITIS HISTORY BY PATIENT 

 

                                                        Date of                                                                          

  Patient   Randomization                  Visit name   onset of      Date of       Joints        Index                                  

  number    number           Treatment                  symptoms      diagnosis     affected      joint       Side    Treatment for OA   

  -------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                         

  066       059              Placebo       SCREENING    NKJAN2009     NKAUG2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  067       075              Placebo       SCREENING    NKDEC2008     NKMAR2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  068       061              Placebo       SCREENING    NKMAR2008     NKAUG2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  069       072              Arthronat     SCREENING    NKFEB2009     NKJUL2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  070       068              Arthronat     SCREENING    NKJUN2008     NKAUG2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  071       065              Arthronat     SCREENING    NKJAN2009     NKFEB2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  072       060              Arthronat     SCREENING    NKSEP2007     NKSEP2007     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  073       062              Arthronat     SCREENING    NKJUN2009     NKAUG2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  074       058              Placebo       SCREENING    NKFEB2008     NKJUL2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  075       064              Arthronat     SCREENING    NKJUL2007     NKAUG2007     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  076       069              Arthronat     SCREENING    NKOCT2007     NKFEB2008     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  077       074              Arthronat     SCREENING    NKJAN2008     NKJUL2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  078       079              Arthronat     SCREENING    NKSEP2008     NKSEP2008     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  079       077              Arthronat     SCREENING    NKMAR2009     NKAUG2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  080       076              Placebo       SCREENING    NKJUN2009     NKAUG2009     KNEE          KNEE        RIGHT   NSAIDS             

                                                                                                                                         

  081       078              Placebo       SCREENING    NKOCT2009     NKDEC2009     KNEE          KNEE        LEFT    NSAIDS             

                                                                                                                                         

  082       080              Placebo       SCREENING    NKFEB2009     NKJUN2009     KNEE          KNEE        RIGHT   NSAIDS             
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Physical Examination 



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  001       007              Placebo       SCREENING          14JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  002       005              Arthronat     SCREENING          14JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  002       005              Arthronat     WEEK 4 (V6)                       Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  003       003              Placebo       SCREENING          14JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  004       004              Placebo       SCREENING          14JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  004       004              Placebo       WEEK 4 (V6)                       Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  005       006              Arthronat     SCREENING          14JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  006       009              Arthronat     SCREENING          15JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  006       009              Arthronat     WEEK 4 (V6)                       Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  007       001              Placebo       SCREENING          15JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  008       008              Arthronat     SCREENING          15JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  008       008              Arthronat     WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  009       010              Arthronat     SCREENING          15JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  010       002              Placebo       SCREENING          15JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  010       002              Placebo       SCREENING                         Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        21AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  011       016              Placebo       SCREENING          19JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  012       011              Arthronat     SCREENING          19JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  012       011              Arthronat     SCREENING                         Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  013       014              Placebo       SCREENING          19JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  014       013              Arthronat     SCREENING          20JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  014       013              Arthronat     SCREENING                         H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  015       012              Placebo       SCREENING          20JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

                                                                                                                                                

  016       015              Arthronat     SCREENING          20JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  018       026              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  018       026              Arthronat     WEEK 4 (V6)                       Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  019       018              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  020       027              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  020       027              Arthronat     WEEK 4 (V6)                       Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  021       023              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  022       024              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  022       024              Arthronat     WEEK 4 (V6)                       H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  023       022              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  024       020              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  024       020              Arthronat     SCREENING                         Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  025       017              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  026       021              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  026       021              Placebo       SCREENING                         Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  027       025              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  028       019              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  028       019              Placebo       SCREENING                         Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  029       029              Placebo       SCREENING          27JUL2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  030       028              Arthronat     SCREENING          27JUL2010      General appearance      NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  030       028              Arthronat     SCREENING                         Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        01SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  031       031              Arthronat     SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  031       031              Arthronat     WEEK 4 (V6)                       Genito - Urinary        NORMAL                                     

                                                                                                                                                

  032       032              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  033       039              Arthronat     SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  033       039              Arthronat     WEEK 4 (V6)                       Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  034       040              Arthronat     SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  035       038              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  035       038              Placebo       WEEK 4 (V6)                       Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  036       033              Arthronat     SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  037       037              Arthronat     SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  037       037              Arthronat     WEEK 4 (V6)                       Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  038       035              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  039       034              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  039       034              Placebo       SCREENING                         Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  040       036              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  041       030              Placebo       SCREENING          02AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  041       030              Placebo       SCREENING                         Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        07SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  042       050              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  043       052              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  043       052              Arthronat     SCREENING                         Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  045       043              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                               



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  046       053              Placebo       SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  047       054              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  047       054              Arthronat     WEEK 4 (V6)                       Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  048       055              Placebo       SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  049       056              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  049       056              Arthronat     WEEK 4 (V6)                       Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  050       046              Arthronat     SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  051       049              Placebo       SCREENING          31AUG2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  051       049              Placebo       WEEK 4 (V6)                       Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  052       048              Placebo       SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  053       047              Placebo       SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  053       047              Placebo       WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  054       042              Arthronat     SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  055       041              Placebo       SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  055       041              Placebo       SCREENING                         Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  056       051              Arthronat     SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  057       044              Placebo       SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  057       044              Placebo       SCREENING                         Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  058       045              Arthronat     SCREENING          02SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        11OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  059       066              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  059       066              Placebo       SCREENING                         H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  060       071              Arthronat     SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

                                                                                                                                                

  061       057              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  062       063              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  062       063              Placebo       WEEK 4 (V6)                       Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  063       070              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  064       073              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  064       073              Placebo       WEEK 4 (V6)                       Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  065       067              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  066       059              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  066       059              Placebo       WEEK 4 (V6)                       H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  067       075              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  068       061              Placebo       SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  068       061              Placebo       SCREENING                         Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  069       072              Arthronat     SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  070       068              Arthronat     SCREENING          14SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  070       068              Arthronat     SCREENING                         Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  071       065              Arthronat     SCREENING          16SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  072       060              Arthronat     SCREENING          16SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  072       060              Arthronat     SCREENING                         Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  073       062              Arthronat     SCREENING          16SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  074       058              Placebo       SCREENING          16SEP2010      General appearance      NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  074       058              Placebo       SCREENING                         Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  075       064              Arthronat     SCREENING          16SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  075       064              Arthronat     WEEK 4 (V6)                       Genito - Urinary        NORMAL                                     

                                                                                                                                                

  076       069              Arthronat     SCREENING          16SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        25OCT2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  077       074              Arthronat     SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  077       074              Arthronat     WEEK 4 (V6)                       Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  078       079              Arthronat     SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  079       077              Arthronat     SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  079       077              Arthronat     WEEK 4 (V6)                       Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  080       076              Placebo       SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  081       078              Placebo       SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                    



MA-CT-10-002 

16.2.23 LISTING OF PHYSICAL EXAMINATION BY PATIENT 

 

  Patient   Randomization                                                                                                    Comments, if       

  number    number           Treatment     Visit name         Date           Examination area        Examination status      Abnormal CS        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  081       078              Placebo       WEEK 4 (V6)                       Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                

  082       080              Placebo       SCREENING          28SEP2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                           WEEK 4 (V6)        02NOV2010      General appearance      NORMAL                                     

                                                                             Skin                    NORMAL                                     

                                                                             H.E.E.N.T               NORMAL                                     

                                                                             Heart                   NORMAL                                     

                                                                             Lungs                   NORMAL                                     

                                                                             Abdomen                 NORMAL                                     

                                                                             Extremities             NORMAL                                     

                                                                             Neurological            NORMAL                                     

                                                                             Musculoskeletal         NORMAL                                     

                                                                             Lymph Nodes             NORMAL                                     

                                                                             Genito - Urinary        NORMAL                                     

                                                                                                                                                



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.24 

 

Prior Concomitant Medication 



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  001      007            Placebo     CM     YES          T. GLYCIPHAGE 850            TYPE II DM       NKUNK2007             YES      1700  

                                                          T. CARDACE 2.5               HYPERTENSION     NKUNK2007             YES      2.5   

                                                          T. HIFENAC P                 PAIN IN          NKJAN2010  10JUL2010           2     

                                                                                       SHOULDER                                              

                                                                                                                                             

  002      005            Arthronat   CM     YES          T. AMLONG 2.5                HYPERTENSION     NKDEC2009             YES      2.5   

                                                          T. STARPRESS XL 25           HYPERTENSION     NKMAY2010             YES      25    

                                                          TAB IMOL                     PAIN             NKAPR2010  NKAPR2010           2     

                                                                                                                                             

  003      003            Placebo     CM     YES          TAB AMLONG 5                 HYPERTENSION     NKUNK2004             YES      5     

                                                          TAB ZERODOL 100              PAIN OA          NKMAR2010  NKMAR2010           200   

                                                                                                                                             

  004      004            Placebo     CM     YES          INDOMETHACIN                 PAIN             NKJAN2010  NKJAN2010           75    

                                                          T. ETORICOXIB                PAIN KILLER      NKMAR2010  NKMAR2010           120   

                                                          T. ATEN 50                   HYPERTENSION     NKUNK2008             YES      50    

                                                                                                                                             

  005      006            Arthronat   CM     YES          ACECLOFENAC                  PAIN             NKJAN2010  NKJAN2010           200   

                                                                                                                                             

  006      009            Arthronat   CM     YES          TAB DICLOMOL (DICLOFENAC     PAIN             NKMAR2006  NKMAR2006           200   

                                                          SODIUM 100 MG)                                                                     

                                                                                                                                             

  007      001            Placebo     CM     YES          TAB HIFENAC P                PAIN             NKFEB2010  14MAR2010           2     

                                                          TAB SHELCAL                  CALCIUM          15MAR2010  02JUL2010           500   

                                                                                       SUPPLEMENT                                            

                                                                                                                                             

  008      008            Arthronat   CM     YES          TAB. DAONIL. 5 MG            DIABETES         NKUNK2007             YES      10    

                                                          LORNOXICAM 8 MG (LORCAM      PAIN             20FEB2010  28FEB2010           16    

                                                          PLUS)                                                                              

                                                          PARACETAMOL 500 MG (LORCAM   PAIN             20FEB2010  28FEB2010           1000  

                                                          PLUS)                                                                              

                                                                                                                                             

  009      010            Arthronat   CM     YES          TAB ZERODOL P                PAIN             NKMAY2009  NKMAY2009           2     

                                                          TAB SHELCAL                  CALCIUM          NKMAY2009  30JUN2010           500   

                                                                                       SUPPLIMENT                                            

                                                                                                                                             

  010      002            Placebo     CM     YES          TAB HIFENAC P                PAIN             NKMAR2010  NKAPR2010           2     

                                                                                                                                             

  011      016            Placebo     CM     YES          TAB DICLOMOL (DICLOFENAC     PAIN OA          NKJAN2010  NKJAN2010           200   

                                                          SODIUM 100 MG)                                                                     

                                                                                                                                             

  012      011            Arthronat   CM     YES          ACECLOFENAC 100 MG           PAIN             NKMAR2008  NKMAR2008           200   

                                                          (ACICLOP)                                                                         



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  001      007            Placebo     CM     YES          T. GLYCIPHAGE 850            TWO TIME A DAY-BID         ORAL                      

                                                          T. CARDACE 2.5               ONCE A DAY-QD/OD           ORAL                      

                                                          T. HIFENAC P                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                                                                                                            

  002      005            Arthronat   CM     YES          T. AMLONG 2.5                ONCE A DAY-QD/OD           ORAL                      

                                                          T. STARPRESS XL 25           ONCE A DAY-QD/OD           ORAL                      

                                                          TAB IMOL                     TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  003      003            Placebo     CM     YES          TAB AMLONG 5                 ONCE A DAY-QD/OD           ORAL                      

                                                          TAB ZERODOL 100              TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  004      004            Placebo     CM     YES          INDOMETHACIN                 ONCE A DAY-QD/OD           ORAL                      

                                                          T. ETORICOXIB                ONCE A DAY-QD/OD           ORAL                      

                                                          T. ATEN 50                   ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  005      006            Arthronat   CM     YES          ACECLOFENAC                  TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  006      009            Arthronat   CM     YES          TAB DICLOMOL (DICLOFENAC     TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM 100 MG)                                                                    

                                                                                                                                            

  007      001            Placebo     CM     YES          TAB HIFENAC P                TWO TIME A DAY-BID         ORAL                      

                                                          TAB SHELCAL                  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  008      008            Arthronat   CM     YES          TAB. DAONIL. 5 MG            TWO TIME A DAY-BID         ORAL                      

                                                          LORNOXICAM 8 MG (LORCAM      TWO TIME A DAY-BID         ORAL                      

                                                          PLUS)                                                                             

                                                          PARACETAMOL 500 MG (LORCAM   TWO TIME A DAY-BID         ORAL                      

                                                          PLUS)                                                                             

                                                                                                                                            

  009      010            Arthronat   CM     YES          TAB ZERODOL P                TWO TIME A DAY-BID         ORAL                      

                                                          TAB SHELCAL                  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  010      002            Placebo     CM     YES          TAB HIFENAC P                TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  011      016            Placebo     CM     YES          TAB DICLOMOL (DICLOFENAC     TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM 100 MG)                                                                    

                                                                                                                                            

  012      011            Arthronat   CM     YES          ACECLOFENAC 100 MG           TWO TIME A DAY-BID         ORAL                      

                                                          (ACICLOP)                                                                        



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  012      011            Arthronat   CM                  PARACETAMOL 350 MG           PAIN             NKMAR2008  NKMAR2008           700   

                                                          (ACICLOP)                                                                          

                                                                                                                                             

  013      014            Placebo     CM     YES          T. ENAM                      HYPERTENSION     NKUNK2008             YES      2.5   

                                                          T. NEWTEL - H                HYPERTENSION     NKUNK2008             YES      1     

                                                          T. DIBIZIDE M                TYPE II          NKUNK2007             YES      1 1/2 

                                                                                       DIABETES                                              

                                                                                       MELLITUS                                              

                                                          LORNOXICAM 8 MG (LORCAM      OA               NKDEC2008  NKDEC2008           16    

                                                          PLUS)                                                                              

                                                          PARACETAMOL 500 MG (LORCAM   OA               NKDEC2008  NKDEC2008           1000  

                                                          PLUS)                                                                              

                                                                                                                                             

  014      013            Arthronat   CM     YES          TAB LOSAR H                  HYPERTENSION     NKJUN2009             YES      1     

                                                          TAB AMLONG                   HYPERTENSION     NKJUN2009             YES      5     

                                                          TAB GLIMULIN MF              DIABETIS         NKJAN2010             YES      2     

                                                                                       MELLITUS                                              

                                                          ACECLOFENAC 100  MG (AROFF   PAIN OA          NKJAN2010  NKJAN2010           100   

                                                          P)                                                                                 

                                                          PARACETAMOL 350 MG (AROFF    PAIN OA          NKJAN2010  NKJAN2010           350   

                                                          P)                                                                                 

                                                                                                                                             

  015      012            Placebo     CM     YES          TAB HIFENAC SR               OA PAIN          NKJAN2010  NKJAN2010           800   

                                                          CALCIUM (TAB BON C )         CALCIUM          NKJAN2010  05JUL2010           1     

                                                                                       SUPPLIMENT                                            

                                                          METHYLCOBALAMIN (TAB BON C)  CALCIUM          NKJAN2010  05JUL2010           1     

                                                                                       SUPPLIMENT                                            

                                                                                                                                             

  016      015            Arthronat   CM     YES          T. IBUGESIC PLUS             PAIN             NKUNK2009  NKUNK2009           2     

                                                                                                                                             

  018      026            Arthronat   CM     YES          T. COMBIFLAM                 PAIN             NKJUN2009  NKJUN2009           2     

                                                                                                                                             

  019      018            Arthronat   CM     YES          TAB TRIPRIDE                 DIABETES         NKUNK2006             YES      2     

                                                                                       MELLITUS                                              

                                                          TAB GLUCOR                   DIABETES         NKUNK2008             YES      100   

                                                                                       MELLITUS                                              

                                                          CAP BECOSULES                B COMPLEX        NKUNK2005             YES      1     

                                                                                       SUPPLEMENT                                            

                                                          TAB CALCITROL                CALCIUM          NKUNK2008  05JUL2010           1     

                                                                                       SUPPLEMENT                                            

                                             YES          ACECLOFENAC 100 MG (AROFF    OA PAIN          NKUNK2008  NKUNK2008           200   

                                                          P)                                                                                



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  012      011            Arthronat   CM                  PARACETAMOL 350 MG           TWO TIME A DAY-BID         ORAL                      

                                                          (ACICLOP)                                                                         

                                                                                                                                            

  013      014            Placebo     CM     YES          T. ENAM                      ONCE A DAY-QD/OD           ORAL        YES           

                                                          T. NEWTEL - H                ONCE A DAY-QD/OD           ORAL        YES           

                                                          T. DIBIZIDE M                TWO TIME A DAY-BID         ORAL        YES           

                                                                                                                                            

                                                                                                                                            

                                                          LORNOXICAM 8 MG (LORCAM      TWO TIME A DAY-BID         ORAL        YES           

                                                          PLUS)                                                                             

                                                          PARACETAMOL 500 MG (LORCAM   TWO TIME A DAY-BID         ORAL        YES           

                                                          PLUS)                                                                             

                                                                                                                                            

  014      013            Arthronat   CM     YES          TAB LOSAR H                  ONCE A DAY-QD/OD           ORAL                      

                                                          TAB AMLONG                   ONCE A DAY-QD/OD           ORAL                      

                                                          TAB GLIMULIN MF              TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                          ACECLOFENAC 100  MG (AROFF   ONCE A DAY-QD/OD           ORAL                      

                                                          P)                                                                                

                                                          PARACETAMOL 350 MG (AROFF    ONCE A DAY-QD/OD           ORAL                      

                                                          P)                                                                                

                                                                                                                                            

  015      012            Placebo     CM     YES          TAB HIFENAC SR               TWO TIME A DAY-BID         ORAL                      

                                                          CALCIUM (TAB BON C )         ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                          METHYLCOBALAMIN (TAB BON C)  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  016      015            Arthronat   CM     YES          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  018      026            Arthronat   CM     YES          T. COMBIFLAM                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  019      018            Arthronat   CM     YES          TAB TRIPRIDE                 TWO TIME A DAY-BID         ORAL        YES           

                                                                                                                                            

                                                          TAB GLUCOR                   TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                          CAP BECOSULES                ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                          TAB CALCITROL                ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                             YES          ACECLOFENAC 100 MG (AROFF    TWO TIME A DAY-BID         ORAL                      

                                                          P)                                                                               



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  019      018            Arthronat   CM                  PARACETAMOL 350 MG (AROFF    OA PAIN          NKUNK2008  NKUNK2008           700   

                                                          P)                                                                                 

                                                                                                                                             

  020      027            Arthronat   CM     YES          T. IBUGESIC PLUS             PAIN             NKFEB2009  NKFEB2009           2     

                                                                                                                                             

  021      023            Arthronat   CM     YES          T. HIFENAC. P                PAIN             NKJUN2009  NKJUN2009           2     

                                                                                                                                             

  022      024            Arthronat   CM     YES          T. IMOL                      PAIN             NKJUL2009  NKJUL2009           2     

                                                                                                                                             

  023      022            Placebo     CM     YES          TAB LOPRESSOR 50 MG          HYPERTENSION     NKUNK1995             YES      50    

                                                          TAB NICARDIA 20 MG           HYPERTENSION     NKUNK1995             YES      20    

                                                          TAB AROFF SR                 OA PAIN          NKJUN2009  NKJUN2009           200   

                                                          CAP JOINTACE                 OA               NKJUN2009  10JUL2010           2     

                                                                                                                                             

  024      020            Arthronat   CM     YES          T. IMOL                      PAIN             NKAPR2008  NKAPR2008           2     

                                                          T. GLYCOMET GP2              TYPE II          NKUNK2002             YES      2     

                                                                                       DIABETES                                              

                                                          T. TENSIMIN (ATENOLOL 50     HYPERTENSION     NKUNK2000             YES      25    

                                                          MG)                                                                                

                                                                                                                                             

  025      017            Placebo     CM     YES          TAB TELMA 20 MG              HYPERTENSION     NKUNK2006             YES      20    

                                                          TAB DICLOMOL                 PAIN OA          NKMAR2009  NKMAY2009           200   

                                                          TAB SHELCAL                  CALCIUM          NKMAY2009  16JUL2010           500   

                                                                                       SUPPLEMENT                                            

                                                                                                                                             

  026      021            Placebo     CM     YES          TAB ATEN 50                  HYPERTENSION     NKAUG2006             YES      50    

                                                          TAB DICLOMOL                 OA PAIN          NKMAY2009  NKJUN2009           200   

                                                                                                                                             

  027      025            Placebo     CM     YES          T. IBUGESIC PLUS             PAIN             NKSEP2009  NKSEP2009           2     

                                                          T. AMLONG AT                 HYPERTENSION     NKUNK2008             YES      1     

                                                                                                                                             

  028      019            Placebo     CM     YES          TAB DICLONAC SR              OA PAIN          NKDEC2008  NKDEC2008           75    

                                                          TAB SHELCAL 500              OA CALCIUM       NKDEC2008  15JUL2010           500   

                                                                                       SUPPLIMENT                                            

                                                                                                                                             

  029      029            Placebo     CM     YES          ACECLOFENAC 100 MG (AROFF    OA               NKJUL2009  NKJUL2009           200   

                                                          P)                                                                                 

                                                          PARACETAMOL 350 MG (AROFF    OA               NKJUL2009  NKJUL2009           700   

                                                          P)                                                                                 

                                                                                                                                             

  030      028            Arthronat   CM     YES          TAB ZYNAC 100                OA               NKJAN2009  NKJAN2009           200  



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  019      018            Arthronat   CM                  PARACETAMOL 350 MG (AROFF    TWO TIME A DAY-BID         ORAL                      

                                                          P)                                                                                

                                                                                                                                            

  020      027            Arthronat   CM     YES          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  021      023            Arthronat   CM     YES          T. HIFENAC. P                TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  022      024            Arthronat   CM     YES          T. IMOL                      TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  023      022            Placebo     CM     YES          TAB LOPRESSOR 50 MG          ONCE A DAY-QD/OD           ORAL                      

                                                          TAB NICARDIA 20 MG           ONCE A DAY-QD/OD           ORAL                      

                                                          TAB AROFF SR                 ONCE A DAY-QD/OD           ORAL                      

                                                          CAP JOINTACE                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  024      020            Arthronat   CM     YES          T. IMOL                      TWO TIME A DAY-BID         ORAL                      

                                                          T. GLYCOMET GP2              TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                          T. TENSIMIN (ATENOLOL 50     TWO TIME A DAY-BID         ORAL                      

                                                          MG)                                                                               

                                                                                                                                            

  025      017            Placebo     CM     YES          TAB TELMA 20 MG              ONCE A DAY-QD/OD           ORAL                      

                                                          TAB DICLOMOL                 TWO TIME A DAY-BID         ORAL                      

                                                          TAB SHELCAL                  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  026      021            Placebo     CM     YES          TAB ATEN 50                  ONCE A DAY-QD/OD           ORAL                      

                                                          TAB DICLOMOL                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  027      025            Placebo     CM     YES          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                          T. AMLONG AT                 ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  028      019            Placebo     CM     YES          TAB DICLONAC SR              ONCE A DAY-QD/OD           ORAL                      

                                                          TAB SHELCAL 500              ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  029      029            Placebo     CM     YES          ACECLOFENAC 100 MG (AROFF    TWO TIME A DAY-BID         ORAL                      

                                                          P)                                                                                

                                                          PARACETAMOL 350 MG (AROFF    TWO TIME A DAY-BID         ORAL                      

                                                          P)                                                                                

                                                                                                                                            

  030      028            Arthronat   CM     YES          TAB ZYNAC 100                TWO TIME A DAY-BID         ORAL                     



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  030      028            Arthronat   CM                  CALCIUM (TAB BONE-C)         OA CALCIUM       NKMAY2009  15JUL2010           1     

                                                                                       SUPPLEMENT                                            

                                                          METHYLCOBALAMIN (TAB         OA CALCIUM       NKMAY2009  15JUL2010           1     

                                                          BONE-C)                      SUPPLEMENT                                            

                                                                                                                                             

  031      031            Arthronat   CM     YES          T. HIFENAC. P                PAIN             NKNOV2009  NKNOV2009           2     

                                                          T. SHELCAL                   CALCIUM          NKNOV2009  15JUL2010           500   

                                                                                       SUPPLEMENT                                            

                                                                                                                                             

  032      032            Placebo     CM     YES          T. IBUGESIC                  PAIN             NKFEB2009  NKFEB2009           800   

                                                                                                                                             

  033      039            Arthronat   CM     YES          T. IMOL                      PAIN             NKJAN2010  NKJAN2010           2     

                                                          T. MEFET.G1 (METFORMIN +     TYPE II          NKFEB2010             YES      2     

                                                          GLIBENCLAMIDE)               DIABETES                                              

                                                                                                                                             

  034      040            Arthronat   CM     YES          T. HIFENAC SR                PAIN             NKJUN2009  NKJUN2009           800   

                                                                                                                                             

  035      038            Placebo     CM     YES          T. ACECLOFENAC               PAIN             NKNOV2009  NKNOV2009           200   

                                                                                                                                             

  036      033            Arthronat   CM     YES          TAB ZYNAC                    OA PAIN          NKJAN2010  NKJAN2010           200   

                                                          CALCIUM (TAB BON-C)          OA               NKFEB2010  20JUL2010           1     

                                                          METHYLCOBALAMIN (TAB BON-C)  OA               NKFEB2010  20JUL2010           1     

                                                                                                                                             

  037      037            Arthronat   CM     YES          T. IMOL                      PAIN             NKJUN2008  NKJUN2008           2     

                                                          T. IBUGESIC PLUS             PAIN             NKMAY2010  NKMAY2010           2     

                                                          T. ENVAS                     HYPERTENSION     NKUNK2007             YES      10    

                                                                                                                                             

  038      035            Placebo     CM     YES          TAB IMOL                     PAIN OA          NKDEC2008  NKDEC2008           2     

                                                          TAB CALCIMAX 500             OA               NKMAY2009  20JUL2010           500   

                                                                                                                                             

  039      034            Placebo     CM     YES          T. HIFENAC. P                PAIN             NKFEB2010  NKFEB2010           2     

                                                          T. AMLONG 2.5                HYPERTENSION     NKJUL2009             YES      2.5   

                                                                                                                                             

  040      036            Placebo     CM     YES          T. DICLONAC (DICLOFENAC      PAIN             NKSEP2009  NKSEP2009           100   

                                                          SODIUM 50 MG)                                                                      

                                                          CALCIUM (TAB BON-C)          CALCIUM          NKDEC2009  20JUL2010           1     

                                                                                       SUPPLEMENT                                            

                                                          METHYLCOBALAMIN (TAB BON-C)  CALCIUM          NKDEC2009  20JUL2010           1     

                                                                                       SUPPLEMENT                                            

                                                                                                                                             

  041      030            Placebo     CM     YES          TAB TELMA TELMISARTAN        HYPERTENSION     NKUNK2005             YES      20    

                                                          HYDROCHLORIDE 20 MG                                                               



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  030      028            Arthronat   CM                  CALCIUM (TAB BONE-C)         ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                          METHYLCOBALAMIN (TAB         ONCE A DAY-QD/OD           ORAL                      

                                                          BONE-C)                                                                           

                                                                                                                                            

  031      031            Arthronat   CM     YES          T. HIFENAC. P                TWO TIME A DAY-BID         ORAL                      

                                                          T. SHELCAL                   ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  032      032            Placebo     CM     YES          T. IBUGESIC                  TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  033      039            Arthronat   CM     YES          T. IMOL                      TWO TIME A DAY-BID         ORAL                      

                                                          T. MEFET.G1 (METFORMIN +     TWO TIME A DAY-BID         ORAL                      

                                                          GLIBENCLAMIDE)                                                                    

                                                                                                                                            

  034      040            Arthronat   CM     YES          T. HIFENAC SR                TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  035      038            Placebo     CM     YES          T. ACECLOFENAC               TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  036      033            Arthronat   CM     YES          TAB ZYNAC                    TWO TIME A DAY-BID         ORAL                      

                                                          CALCIUM (TAB BON-C)          ONCE A DAY-QD/OD           ORAL                      

                                                          METHYLCOBALAMIN (TAB BON-C)  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  037      037            Arthronat   CM     YES          T. IMOL                      TWO TIME A DAY-BID         ORAL                      

                                                          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                          T. ENVAS                     ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  038      035            Placebo     CM     YES          TAB IMOL                     TWO TIME A DAY-BID         ORAL                      

                                                          TAB CALCIMAX 500             ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  039      034            Placebo     CM     YES          T. HIFENAC. P                TWO TIME A DAY-BID         ORAL                      

                                                          T. AMLONG 2.5                ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  040      036            Placebo     CM     YES          T. DICLONAC (DICLOFENAC      TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM 50 MG)                                                                     

                                                          CALCIUM (TAB BON-C)          ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                          METHYLCOBALAMIN (TAB BON-C)  ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

  041      030            Placebo     CM     YES          TAB TELMA TELMISARTAN        ONCE A DAY-QD/OD           ORAL                      

                                                          HYDROCHLORIDE 20 MG                                                              



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  041      030            Placebo     CM                  TAB ZERODOL (ACIDOFENAC)     OA               NKFEB2010  NKMAR2010           200   

                                                                                                                                             

  042      050            Arthronat   CM     YES          TAB METOLOL                  HYPERTENSION     NKUNK1990             YES      100   

                                                          TAB LOSAR H                  HYPERTENSION     NKUNK1990             YES      2     

                                                          TAB GLISIWMP1 (GLIPIZIDE     DIABETES         NKUNK1990             YES      2     

                                                          5MG+METFORMIN 500)           MELLITUS                                              

                                                          TAB ZERODOL 100              OA PAIN          NKJAN2010  NKJAN2010           200   

                                             YES          TAB SANDOCAL 500             OA               NKFEB2010  20JUL2010           500   

                                                                                                                                             

  043      052            Arthronat   CM     YES          TAB GLUTOWIN FORTE           DIABETIS         NKJUN2010             YES      1     

                                                                                       MELLITUS                                              

                                                          TAB OCIUM 500                OA               NKFEB2010  25JUL2010           500   

                                                          TAB DICLORAN DICLOFENAC      PAIN OA          NKDEC2009  NKJAN2010           100   

                                                          SODIUM                                                                             

                                                                                                                                             

  045      043            Arthronat   CM     YES          TAB GLYCOMIL 500             DIABETIS         NKUNK2005             YES      1000  

                                                                                       MELLITUSS                                             

                                                          T.VOVERAN 50 (DICLOFENAC     PAIN             NKMAR2009  NKAPR2009           100   

                                                          SODIUM)                                                                            

                                                                                                                                             

  046      053            Placebo     CM     YES          TAB CALCIMAX 500 (CALCIUM    OA               NKFEB2008  20AUG2010           500   

                                                          SUPPLIMENT)                                                                        

                                                          TAB HIFENAC SR               PAIN OA          NKDEC2007  NKDEC2007           200   

                                                          (ACECLOFENAC)                                                                      

                                                                                                                                             

  047      054            Arthronat   CM     YES          HYPERTENSION TAB AMLONG      HYPERTENSION     NKUNK2006             YES      5     

                                                          TAB OSTOCALCIUM              OA               NKJAN2010  NKAUG2010           500   

                                                          TAB JONAC (DICLOFINAC        OA PAIN          NKDEC2009  NKDEC2009           100   

                                                          SODIUM)                                                                            

                                                                                                                                             

  048      055            Placebo     CM     YES          TAB IMOL                     OA PAIN          NKOCT2007  NKOCT2007           2     

                                                          TAB SANDOCAL                 OA               NKDEC2007  20JUL2010           500   

                                                                                                                                             

  049      056            Arthronat   CM     YES          TAB MOVIZ 100 (ACECLOFENAC)  OA PAIN          NKJAN2010  NKJAN2010           200   

                                                          TAB SEACAL 500 CALCIUM       OA               10MAR2010  20JUL2010           500   

                                                          SUPPLIMENT                                                                         

                                                                                                                                             

  050      046            Arthronat   CM     YES          TAB CIPLAR 40 (PROPANOLOL    HYPERTENSION     NKUNK2006             YES      40    

                                                          HYDROCHLORIDE)                                                                     

                                                          TAB OCIUM 0-0-1 CALCIUM      OA               NKMAR2010  10AUG2010           1     

                                                          SUPPLEMENT                                                                         

                                                          TAB HIFENAC P 1-0-1          PAIN OA          NKFEB2010  NKFEB2010           2    



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  041      030            Placebo     CM                  TAB ZERODOL (ACIDOFENAC)     TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  042      050            Arthronat   CM     YES          TAB METOLOL                  TWO TIME A DAY-BID         ORAL        YES           

                                                          TAB LOSAR H                  TWO TIME A DAY-BID         ORAL                      

                                                          TAB GLISIWMP1 (GLIPIZIDE     TWO TIME A DAY-BID         ORAL                      

                                                          5MG+METFORMIN 500)                                                                

                                                          TAB ZERODOL 100              TWO TIME A DAY-BID         ORAL                      

                                             YES          TAB SANDOCAL 500             ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  043      052            Arthronat   CM     YES          TAB GLUTOWIN FORTE           ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                          TAB OCIUM 500                ONCE A DAY-QD/OD           ORAL                      

                                                          TAB DICLORAN DICLOFENAC      TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM                                                                            

                                                                                                                                            

  045      043            Arthronat   CM     YES          TAB GLYCOMIL 500             TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                          T.VOVERAN 50 (DICLOFENAC     TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM)                                                                           

                                                                                                                                            

  046      053            Placebo     CM     YES          TAB CALCIMAX 500 (CALCIUM    ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT)                                                                       

                                                          TAB HIFENAC SR               ONCE A DAY-QD/OD           ORAL                      

                                                          (ACECLOFENAC)                                                                     

                                                                                                                                            

  047      054            Arthronat   CM     YES          HYPERTENSION TAB AMLONG      ONCE A DAY-QD/OD           ORAL                      

                                                          TAB OSTOCALCIUM              ONCE A DAY-QD/OD           ORAL                      

                                                          TAB JONAC (DICLOFINAC        TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM)                                                                           

                                                                                                                                            

  048      055            Placebo     CM     YES          TAB IMOL                     TWO TIME A DAY-BID         ORAL                      

                                                          TAB SANDOCAL                 ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  049      056            Arthronat   CM     YES          TAB MOVIZ 100 (ACECLOFENAC)  TWO TIME A DAY-BID         ORAL                      

                                                          TAB SEACAL 500 CALCIUM       ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT                                                                        

                                                                                                                                            

  050      046            Arthronat   CM     YES          TAB CIPLAR 40 (PROPANOLOL    ONCE A DAY-QD/OD           ORAL                      

                                                          HYDROCHLORIDE)                                                                    

                                                          TAB OCIUM 0-0-1 CALCIUM      ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLEMENT                                                                        

                                                          TAB HIFENAC P 1-0-1          TWO TIME A DAY-BID         ORAL                     



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

                                                                                                                                             

  051      049            Placebo     CM     YES          TAB DICLONAC 50              OA PAIN          NKOCT2008  NKOCT2008           100   

                                                          TAB SHELCAL 500              OA PAIN          NKDEC2008  20JUL2010           500   

                                                                                                                                             

  052      048            Placebo     CM     YES          TAB METOLOL METOPROLOL       HYPERTENSION     NKUNK1996             YES      50    

                                                          1-0-0                                                                              

                                                          TAB GLIMY 5 GLIMIPRIDE       DIABETES         NKUNK2000             YES      10    

                                                          1-0-1                        MELLITUS                                              

                                                          TAB DICLONAC (DICLOFENAC     OA PAIN          NKAUG2009  NKAUG2009           100   

                                                          SODIUM)                                                                            

                                                          TAB GEMCAL 500 0-0-1         OA               NKSEP2009  06AUG2010           500   

                                                                                                                                             

  053      047            Placebo     CM     YES          CAP REJOINT                  OA               NKOCT2004             YES      1     

                                                          TAB CALCIMAX 500             OA               NKOCT2004  05AUG2010           500   

                                                                                                                                             

                                                                                                                                             

                                                                                                                                             

                                             YES          TAB CLAVIX CLOPIDOGRIL       CARDIAC PROBLEM  NKUNK2005             YES      75    

                                                          0-1-0                                                                              

                                                          TAB CARDACE 3.125 RAMIPRIL   CARDIAC PROBLEM  NKUNK2005             YES      6.250 

                                                          1-0-1                                                                              

                                                          TAB ECOSPRIN 75 ASPIRIN      CARDIAC PROBLEM  NKUNK2005             YES      75    

                                                          0-1-0                                                                              

                                                          TAB IMOL 1-0-1               PAIN OA          NKOCT2004  NKOCT2004           2     

                                                                                                                                             

  054      042            Arthronat   CM     YES          TAB AMLONG 5 MG              HYPERTENSION     NKUNK2006             YES      5     

                                                          (AMLODIPINE)                                                                       

                                                          TAB VOVERAN 50 1-0-1         PAIN OA          NKMAY2008  NKMAY2008           100   

                                                          DICLOFENAC SODIUM                                                                  

                                                          TAB SHELCAL 500 CALCIUM      OA               NKDEC2008  05AUG2010           500   

                                                          SUPPLIMENT                                                                         

                                                                                                                                             

  055      041            Placebo     CM     YES          TAB HIFENAC SR ACECLOFENAC   PAIN OA          NKOCT2009  NKOCT2009           200   

                                                                                                                                             

  056      051            Arthronat   CM     YES          TAB GLIMADAY 1 MG            DIABETIES        NKUNK1995             YES      2     

                                                          (GLIMEPERIDE+METFORMIN)      MELLITES                                              

                                                          TAB VOVERAN DICLOFENAC       PAIN OA          NKMAR2009  NKMAR2009           100   

                                                          SODIUM                                                                             

                                                          TAB SHELCAL CALCIUM          OA               NKJUL2009  30JUL2010           500   

                                                          SUPPLEMENT                                                                         

                                                                                                                                             

  057      044            Placebo     CM     YES          TAB AMLONG (AMLODIPINE)      HYPERTENSION     NKJAN2009             YES      5    



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

                                                                                                                                            

  051      049            Placebo     CM     YES          TAB DICLONAC 50              TWO TIME A DAY-BID         ORAL                      

                                                          TAB SHELCAL 500              ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  052      048            Placebo     CM     YES          TAB METOLOL METOPROLOL       ONCE A DAY-QD/OD           ORAL                      

                                                          1-0-0                                                                             

                                                          TAB GLIMY 5 GLIMIPRIDE       TWO TIME A DAY-BID         ORAL                      

                                                          1-0-1                                                                             

                                                          TAB DICLONAC (DICLOFENAC     ONCE A DAY-QD/OD           ORAL                      

                                                          SODIUM)                                                                           

                                                          TAB GEMCAL 500 0-0-1         ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  053      047            Placebo     CM     YES          CAP REJOINT                  ONCE A DAY-QD/OD           ORAL                      

                                                          TAB CALCIMAX 500             ONCE A DAY-QD/OD           ORAL        YES           

                                                                                                                              YES           

                                                                                                                              YES           

                                                                                                                              YES           

                                             YES          TAB CLAVIX CLOPIDOGRIL       ONCE A DAY-QD/OD           ORAL        YES           

                                                          0-1-0                                                                             

                                                          TAB CARDACE 3.125 RAMIPRIL   TWO TIME A DAY-BID         ORAL        YES           

                                                          1-0-1                                                                             

                                                          TAB ECOSPRIN 75 ASPIRIN      ONCE A DAY-QD/OD           ORAL        YES           

                                                          0-1-0                                                                             

                                                          TAB IMOL 1-0-1               TWO TIME A DAY-BID         ORAL        YES           

                                                                                                                                            

  054      042            Arthronat   CM     YES          TAB AMLONG 5 MG              ONCE A DAY-QD/OD           ORAL                      

                                                          (AMLODIPINE)                                                                      

                                                          TAB VOVERAN 50 1-0-1         TWO TIME A DAY-BID         ORAL                      

                                                          DICLOFENAC SODIUM                                                                 

                                                          TAB SHELCAL 500 CALCIUM      ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT                                                                        

                                                                                                                                            

  055      041            Placebo     CM     YES          TAB HIFENAC SR ACECLOFENAC   ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

  056      051            Arthronat   CM     YES          TAB GLIMADAY 1 MG            TWO TIME A DAY-BID         ORAL                      

                                                          (GLIMEPERIDE+METFORMIN)                                                           

                                                          TAB VOVERAN DICLOFENAC       TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM                                                                            

                                                          TAB SHELCAL CALCIUM          ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLEMENT                                                                        

                                                                                                                                            

  057      044            Placebo     CM     YES          TAB AMLONG (AMLODIPINE)      ONCE A DAY-QD/OD           ORAL                     



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  057      044            Placebo     CM                  TAB CALCIMAX CALCIUM         OA               NKJAN2010  06AUG2010           500   

                                                          SUPPLIMENT                                                                         

                                                                                                                                             

  058      045            Arthronat   CM     YES          TAB AMLONG (AMLODIPINE)      HYPERTENSION     NKMAY2008             YES      5     

                                                           TAB ATOCOR ATORVASTATIN     HYPERTENSION     NKMAY2008             YES      10    

                                                          TAB DICLOP (DICLOFENAC       PAIN             NKDEC2009  NKDEC2009           50    

                                                          SODIUM)                                                                            

                                                                                                                                             

  059      066            Placebo     CM     YES          TAB VOVERAN 50 DICLOFENAC    PAIN             NKMAY2009  NKMAY2009           100   

                                                          SODIUM                                                                             

                                                          TAB SEACAL CALCIUM           OA               NKOCT2009  25AUG2010           500   

                                                          SUPPLEMENT                                                                         

                                                                                                                                             

  060      071            Arthronat   CM     YES          TAB IMOL IBUPROFEN 400 +     PAIN OA          NKDEC2007  NKDEC2007           2     

                                                          PARACETAMOL 333                                                                    

                                                          TAB CALCIMAX CALCIUM         OA               NKMAR2008  20AUG2010           500   

                                                          SUPPLEMENT                                                                         

                                                          TAB LOSAR H                  HYPERTENSION     NKMAR2002             YES      1     

                                                          HYDROCHLOROTHIAZIDE 12.5                                                           

                                                          LOSARTAN POTASSIUM 50                                                              

                                                                                                                                             

  061      057            Placebo     CM     YES          TAB AROFF PLUS ACECLOFENAC   PAIN OA          NKFEB2008  NKFEB2008           2     

                                                          100 + PARACETAMOL 350                                                              

                                                          TAB SHELCAL CALCIUM          OA               NKOCT2008  25AUG2010           500   

                                                          SUPPLEMENT                                                                         

                                                                                                                                             

  062      063            Placebo     CM     YES          TAB VOVERAN 50 DICLOFENAC    PAIN OA          NKDEC2008  NKDEC2008           100   

                                                          SODIUM                                                                             

                                                          TAB SEACAL 500 CALCIUM       OA               NKOCT2009  25AUG2010           500   

                                                          SUPPLIMENT                                                                         

                                                                                                                                             

  063      070            Placebo     CM     YES          T. DOLO                      PAIN             NKJUL2009  NKJUL2009           1500  

                                                          T. HIFENAC. SR               PAIN             NKSEP2009  NKSEP2009           400   

                                                                                                                                             

  064      073            Placebo     CM     YES          T. DOLO 650                  PAIN             NKOCT2009  NKOCT2009           1300  

                                                          ACECLOFENAC + PARACETAMOL    PAIN             NKNOV2009  NKNOV2009           2     

                                                          T. HIFENAC P                                                                       

                                                                                                                                             

  065      067            Placebo     CM     YES          (IBUPROFEN + PARACETAMOL)    PAIN             NKSEP2008  NKSEP2008           2     

                                                          T. IBUGESIC PLUS                                                                   

                                                                                                                                            



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  057      044            Placebo     CM                  TAB CALCIMAX CALCIUM         ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT                                                                        

                                                                                                                                            

  058      045            Arthronat   CM     YES          TAB AMLONG (AMLODIPINE)      ONCE A DAY-QD/OD           ORAL                      

                                                           TAB ATOCOR ATORVASTATIN     ONCE A DAY-QD/OD           ORAL                      

                                                          TAB DICLOP (DICLOFENAC       TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM)                                                                           

                                                                                                                                            

  059      066            Placebo     CM     YES          TAB VOVERAN 50 DICLOFENAC    TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM                                                                            

                                                          TAB SEACAL CALCIUM           ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLEMENT                                                                        

                                                                                                                                            

  060      071            Arthronat   CM     YES          TAB IMOL IBUPROFEN 400 +     TWO TIME A DAY-BID         ORAL                      

                                                          PARACETAMOL 333                                                                   

                                                          TAB CALCIMAX CALCIUM         ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLEMENT                                                                        

                                                          TAB LOSAR H                  ONCE A DAY-QD/OD           ORAL                      

                                                          HYDROCHLOROTHIAZIDE 12.5                                                          

                                                          LOSARTAN POTASSIUM 50                                                             

                                                                                                                                            

  061      057            Placebo     CM     YES          TAB AROFF PLUS ACECLOFENAC   TWO TIME A DAY-BID         ORAL                      

                                                          100 + PARACETAMOL 350                                                             

                                                          TAB SHELCAL CALCIUM          ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLEMENT                                                                        

                                                                                                                                            

  062      063            Placebo     CM     YES          TAB VOVERAN 50 DICLOFENAC    TWO TIME A DAY-BID         ORAL                      

                                                          SODIUM                                                                            

                                                          TAB SEACAL 500 CALCIUM       ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT                                                                        

                                                                                                                                            

  063      070            Placebo     CM     YES          T. DOLO                      THREE TIME A DAY-TID       ORAL                      

                                                          T. HIFENAC. SR               TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  064      073            Placebo     CM     YES          T. DOLO 650                  TWO TIME A DAY-BID         ORAL                      

                                                          ACECLOFENAC + PARACETAMOL    TWO TIME A DAY-BID         ORAL                      

                                                          T. HIFENAC P                                                                      

                                                                                                                                            

  065      067            Placebo     CM     YES          (IBUPROFEN + PARACETAMOL)    TWO TIME A DAY-BID         ORAL                      

                                                          T. IBUGESIC PLUS                                                                  

                                                                                                                                           



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  066      059            Placebo     CM     YES          (IBUPROFEN + PARACETAMOL)    PAIN             NKAUG2009  NKAUG2009           2     

                                                          T. IMOL                                                                            

                                                          (METFORMIN) T. GLYCOMET      TYPE II          NKUNK2002             YES      1000  

                                                                                       DIABETES                                              

                                                                                                                                             

  067      075            Placebo     CM     YES          T. HIFENAC.P                 PAIN             NKMAR2009  NKMAR2009           2     

                                                                                                                                             

  068      061            Placebo     CM     YES          T. METFORMIN                 TYPE II          NKUNK1995             YES      1000  

                                                                                       DIABETES                                              

                                                                                       MELLITUS                                              

                                                          LOSAR H (LOSARTAN            HYPERTENSION     NKUNK2000             YES      1     

                                                          HYDROCHLOROTHIAZIDE)                                                               

                                                          ACECLOFENAC T. ZYNAC 100     PAIN             NKAUG2008  NKAUG2008           200   

                                                                                                                                             

  069      072            Arthronat   CM     YES          ACECLOFENAC + PARACETAMOL    PAIN             NKJUL2009  NKJUL2009           2     

                                                          T. HIFENAC. P                                                                      

                                                                                                                                             

  070      068            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      PAIN             NKAUG2008  NKAUG2008           1950  

                                                          T. SHELCAL (CALCIUM          OA               NKAUG2008  NKJUN2010           500   

                                                          SUPPLIMENT)                                                                        

                                                                                                                                             

  071      065            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   PAIN             NKFEB2009  NKFEB2009           2     

                                                          IMOL                                                                               

                                                          GLIPIZIDE + METFORMIN T.     TYPE II DM       NKUNK2005             YES      2     

                                                          GLYNASE MF                                                                         

                                                          LOSARTAN POTASSIUM (T.       HYPERTENSION     NKUNK2006             YES      25    

                                                          LOSAR 25)                                                                          

                                                                                                                                             

  072      060            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   PAIN             NKSEP2007  NKSEP2007           2     

                                                          IMOL                                                                               

                                                          CALCIUM SUPPLIMENT T.        OA               NKSEP2007  NKMAY2010           500   

                                                          SHELCAL                                                                            

                                                          T. GLYNASE MF (GLIPIZIDE 5   TYPE II          NKJUL2010             YES      2     

                                                          MG + METFORMIN 500)          DIABETES                                              

                                                                                       MELLITUS                                              

                                                                                                                                             

  073      062            Arthronat   CM     YES          T. IBUGESIC PLUS             PAIN             NKJUN2009  NKJUN2009           2     

                                                          T. IBUGESIC PLUS             PAIN             NKAUG2009  NKAUG2009           2     

                                                          T. METFORMIN                 TYPE II          NKUNK2007             YES      500   

                                                                                       DIABETES                                              

                                                                                       MELLITUS                                              

                                                                                                                                            



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  066      059            Placebo     CM     YES          (IBUPROFEN + PARACETAMOL)    TWO TIME A DAY-BID         ORAL                      

                                                          T. IMOL                                                                           

                                                          (METFORMIN) T. GLYCOMET      TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                                                                                                            

  067      075            Placebo     CM     YES          T. HIFENAC.P                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  068      061            Placebo     CM     YES          T. METFORMIN                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                                                                                                            

                                                          LOSAR H (LOSARTAN            ONCE A DAY-QD/OD           ORAL                      

                                                          HYDROCHLOROTHIAZIDE)                                                              

                                                          ACECLOFENAC T. ZYNAC 100     TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  069      072            Arthronat   CM     YES          ACECLOFENAC + PARACETAMOL    TWO TIME A DAY-BID         ORAL                      

                                                          T. HIFENAC. P                                                                     

                                                                                                                                            

  070      068            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      THREE TIME A DAY-TID       ORAL                      

                                                          T. SHELCAL (CALCIUM          ONCE A DAY-QD/OD           ORAL                      

                                                          SUPPLIMENT)                                                                       

                                                                                                                                            

  071      065            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                          GLIPIZIDE + METFORMIN T.     TWO TIME A DAY-BID         ORAL                      

                                                          GLYNASE MF                                                                        

                                                          LOSARTAN POTASSIUM (T.       TWO TIME A DAY-BID         ORAL                      

                                                          LOSAR 25)                                                                         

                                                                                                                                            

  072      060            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                          CALCIUM SUPPLIMENT T.        TWO TIME A DAY-BID         ORAL                      

                                                          SHELCAL                                                                           

                                                          T. GLYNASE MF (GLIPIZIDE 5   TWO TIME A DAY-BID         ORAL                      

                                                          MG + METFORMIN 500)                                                               

                                                                                                                                            

                                                                                                                                            

  073      062            Arthronat   CM     YES          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                          T. IBUGESIC PLUS             TWO TIME A DAY-BID         ORAL                      

                                                          T. METFORMIN                 ONCE A DAY-QD/OD           ORAL                      

                                                                                                                                            

                                                                                                                                            

                                                                                                                                           



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  074      058            Placebo     CM     YES          IBUPROFEN + PARACETAMOL T.   PAIN             NKFEB2008  NKFEB2008           2     

                                                          IMOL                                                                               

                                                          ACECLOFENAC + PARACETAMOL    PAIN             NKJUL2008  NKJUL2008           2     

                                                          T. HIFENAC P                                                                       

                                                          CALCIUM SUPPLIMENT T.        OA               NKJUL2008  NKJAN2010           500   

                                                          SHELCAL                                                                            

                                                          T. METFORMIN                 TYPE II          NKUNK2006             YES      1000  

                                                                                       DIABETES                                              

                                                                                       MELLITUS                                              

                                                                                                                                             

  075      064            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      PAIN             NKJUL2007  NKJUL2007           1950  

                                                          IBUPROFEN + PARACETAMOL T.   PAIN             NKAUG2007  NKAUG2007           2     

                                                          IMOL                                                                               

                                                                                                                                             

  076      069            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      PAIN             NKOCT2007  NKOCT2007           1300  

                                                          IBUPROFEN + PARACETAMOL T.   PAIN             NKFEB2008  NKFEB2008           2     

                                                          IMOL                                                                               

                                                          CALCIUM SUPPLIMENT T.        OA               NKFEB2008  NKJUL2010           500   

                                                          SHELCAL                                                                            

                                                                                                                                             

  077      074            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   PAIN             NKJUL2008  NKJUL2008           2     

                                                          IMOL                                                                               

                                                          CALCIUM SUPPLIMENT T.        OA               NKJUL2008  NKJUL2010           500   

                                                          SHELCAL                                                                            

                                                          TAB DIBIZIDE M (GLIPIZIDE    DIABETIS         NKUNK1995             YES      2     

                                                          5MG METFORMIN 500)           MELLITUS                                              

                                                                                                                                             

  078      079            Arthronat   CM     YES          PARACETAMOL T.DOLO 650       PAIN             NKSEP2008  NKSEP2008           1300  

                                                          CALCIUM SUPPLIMENT T.        OA               NKJAN2009  NKJAN2010           500   

                                                          SHELCAL                                                                            

                                                                                                                                             

  079      077            Arthronat   CM     YES          ACECLOFENAC + PARACETAMOL    PAIN             NKAUG2009  NKAUG2009           2     

                                                          T. HIFENAC. P                                                                      

                                                                                                                                             

  080      076            Placebo     CM     YES          T. HIFENAC.P ACECLOFENAC +   PAIN             NKAUG2009  NKAUG2009           2     

                                                          PARACETAMOL                                                                        

                                                                                                                                             

  081      078            Placebo     CM     YES          PARACETAMOL T. DOLO 650      PAIN             NKDEC2009  NKDEC2009           1300  

                                                                                                                                             

  082      080            Placebo     CM     YES          IBUPROFEN + PARACETAMOL T.   PAIN             NKJUN2009  NKJUN2009           2     

                                                          IBUGESIC PLUS                                                                     



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  074      058            Placebo     CM     YES          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                          ACECLOFENAC + PARACETAMOL    TWO TIME A DAY-BID         ORAL                      

                                                          T. HIFENAC P                                                                      

                                                          CALCIUM SUPPLIMENT T.        ONCE A DAY-QD/OD           ORAL                      

                                                          SHELCAL                                                                           

                                                          T. METFORMIN                 TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

                                                                                                                                            

                                                                                                                                            

  075      064            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      THREE TIME A DAY-TID       ORAL                      

                                                          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                                                                                                            

  076      069            Arthronat   CM     YES          PARACETAMOL T. DOLO 650      TWO TIME A DAY-BID         ORAL                      

                                                          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                          CALCIUM SUPPLIMENT T.        ONCE A DAY-QD/OD           ORAL                      

                                                          SHELCAL                                                                           

                                                                                                                                            

  077      074            Arthronat   CM     YES          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IMOL                                                                              

                                                          CALCIUM SUPPLIMENT T.        ONCE A DAY-QD/OD           ORAL                      

                                                          SHELCAL                                                                           

                                                          TAB DIBIZIDE M (GLIPIZIDE    TWO TIME A DAY-BID         ORAL                      

                                                          5MG METFORMIN 500)                                                                

                                                                                                                                            

  078      079            Arthronat   CM     YES          PARACETAMOL T.DOLO 650       TWO TIME A DAY-BID         ORAL                      

                                                          CALCIUM SUPPLIMENT T.        ONCE A DAY-QD/OD           ORAL                      

                                                          SHELCAL                                                                           

                                                                                                                                            

  079      077            Arthronat   CM     YES          ACECLOFENAC + PARACETAMOL    TWO TIME A DAY-BID         ORAL                      

                                                          T. HIFENAC. P                                                                     

                                                                                                                                            

  080      076            Placebo     CM     YES          T. HIFENAC.P ACECLOFENAC +   TWO TIME A DAY-BID         ORAL                      

                                                          PARACETAMOL                                                                       

                                                                                                                                            

  081      078            Placebo     CM     YES          PARACETAMOL T. DOLO 650      TWO TIME A DAY-BID         ORAL                      

                                                                                                                                            

  082      080            Placebo     CM     YES          IBUPROFEN + PARACETAMOL T.   TWO TIME A DAY-BID         ORAL                      

                                                          IBUGESIC PLUS                                                                    



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                     Total 

  Patient  Randomization              name   concomitant                                                Start                          daily 

  number   number         Treatment          medication   Medication                   Indication       date       Stop date  Ongoing  dose  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  082      080            Placebo     CM                  CALCIUM SUPPLIMENT T.        OA               NKJUN2009  NKJUN2010           500   

                                                          SHELCAL                                                                            

                                                                                                                                            



MA-CT-10-002 

16.2.24 LISTING OF PRIOR CONCOMITANT MEDICATION BY PATIENT 

 

                                      Visit  Prior                                                                                          

  Patient  Randomization              name   concomitant                                                                      Supplimentary 

  number   number         Treatment          medication   Medication                   Frequency                  Route       pages used    

  ----------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                            

  082      080            Placebo     CM                  CALCIUM SUPPLIMENT T.        ONCE A DAY-QD/OD           ORAL                      

                                                          SHELCAL                                                                           

                                                                                                                                            



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.25 

 

Randomization 



MA-CT-09-002 

 

16.2.25 LISTING OF RANDOMIZATION BY PATIENT 

 

  Patient                 Visit                             Date of              

  number    Treatment     name        Randomization ID      randomization        

  ------------------------------------------------------------------------------ 

                                                                                 

  001       Placebo       BASELINE    007                   23JUL2010            

  002       Arthronat     BASELINE    005                   23JUL2010            

  003       Placebo       BASELINE    003                   23JUL2010            

  004       Placebo       BASELINE    004                   23JUL2010            

  005       Arthronat     BASELINE    006                   23JUL2010            

  006       Arthronat     BASELINE    009                   23JUL2010            

  007       Placebo       BASELINE    001                   23JUL2010            

  008       Arthronat     BASELINE    008                   23JUL2010            

  009       Arthronat     BASELINE    010                   23JUL2010            

  010       Placebo       BASELINE    002                   23JUL2010            

  011       Placebo       BASELINE    016                   28JUL2010            

  012       Arthronat     BASELINE    011                   28JUL2010            

  013       Placebo       BASELINE    014                   28JUL2010            

  014       Arthronat     BASELINE    013                   28JUL2010            

  015       Placebo       BASELINE    012                   28JUL2010            

  016       Arthronat     BASELINE    015                   28JUL2010            

  018       Arthronat     BASELINE    026                   04AUG2010            

  019       Arthronat     BASELINE    018                   04AUG2010            

  020       Arthronat     BASELINE    027                   04AUG2010            

  021       Arthronat     BASELINE    023                   04AUG2010            

  022       Arthronat     BASELINE    024                   04AUG2010            

  023       Placebo       BASELINE    022                   04AUG2010            

  024       Arthronat     BASELINE    020                   04AUG2010            

  025       Placebo       BASELINE    017                   04AUG2010            

  026       Placebo       BASELINE    021                   04AUG2010            

  027       Placebo       BASELINE    025                   04AUG2010            

  028       Placebo       BASELINE    019                   04AUG2010            

  029       Placebo       BASELINE    029                   04AUG2010            

  030       Arthronat     BASELINE    028                   04AUG2010            

  031       Arthronat     BASELINE    031                   10AUG2010            

  032       Placebo       BASELINE    032                   10AUG2010            

  033       Arthronat     BASELINE    039                   10AUG2010            

  034       Arthronat     BASELINE    040                   10AUG2010            

  035       Placebo       BASELINE    038                   10AUG2010            

  036       Arthronat     BASELINE    033                   10AUG2010            

  037       Arthronat     BASELINE    037                   10AUG2010            

  038       Placebo       BASELINE    035                   10AUG2010            

  039       Placebo       BASELINE    034                   10AUG2010            

  040       Placebo       BASELINE    036                   10AUG2010            

  041       Placebo       BASELINE    030                   10AUG2010            

  042       Arthronat     BASELINE    050                   13SEP2010            

  043       Arthronat     BASELINE    052                   13SEP2010           



MA-CT-09-002 

 

16.2.25 LISTING OF RANDOMIZATION BY PATIENT 

 

  Patient                 Visit                             Date of              

  number    Treatment     name        Randomization ID      randomization        

  ------------------------------------------------------------------------------ 

                                                                                 

  045       Arthronat     BASELINE    043                   13SEP2010            

  046       Placebo       BASELINE    053                   13SEP2010            

  047       Arthronat     BASELINE    054                   13SEP2010            

  048       Placebo       BASELINE    055                   13SEP2010            

  049       Arthronat     BASELINE    056                   13SEP2010            

  050       Arthronat     BASELINE    046                   13SEP2010            

  051       Placebo       BASELINE    049                   13SEP2010            

  052       Placebo       BASELINE    048                   13SEP2010            

  053       Placebo       BASELINE    047                   13SEP2010            

  054       Arthronat     BASELINE    042                   13SEP2010            

  055       Placebo       BASELINE    041                   13SEP2010            

  056       Arthronat     BASELINE    051                   13SEP2010            

  057       Placebo       BASELINE    044                   13SEP2010            

  058       Arthronat     BASELINE    045                   13SEP2010            

  059       Placebo       BASELINE    066                   27SEP2010            

  060       Arthronat     BASELINE    071                   27SEP2010            

  061       Placebo       BASELINE    057                   27SEP2010            

  062       Placebo       BASELINE    063                   27SEP2010            

  063       Placebo       BASELINE    070                   27SEP2010            

  064       Placebo       BASELINE    073                   27SEP2010            

  065       Placebo       BASELINE    067                   27SEP2010            

  066       Placebo       BASELINE    059                   27SEP2010            

  067       Placebo       BASELINE    075                   27SEP2010            

  068       Placebo       BASELINE    061                   27SEP2010            

  069       Arthronat     BASELINE    072                   27SEP2010            

  070       Arthronat     BASELINE    068                   27SEP2010            

  071       Arthronat     BASELINE    065                   27SEP2010            

  072       Arthronat     BASELINE    060                   27SEP2010            

  073       Arthronat     BASELINE    062                   27SEP2010            

  074       Placebo       BASELINE    058                   27SEP2010            

  075       Arthronat     BASELINE    064                   27SEP2010            

  076       Arthronat     BASELINE    069                   27SEP2010            

  077       Arthronat     BASELINE    074                   06OCT2010            

  078       Arthronat     BASELINE    079                   06OCT2010            

  079       Arthronat     BASELINE    077                   06OCT2010            

  080       Placebo       BASELINE    076                   06OCT2010            

  081       Placebo       BASELINE    078                   06OCT2010            

  082       Placebo       BASELINE    080                   06OCT2010            



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.26 

 

Reproductive Status 



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                         Female subject                                                                    

                                                         in child                               Specify          Date of last menstrual    

  Patient   Randomization                                bearing                                natural or       period (female of child   

  number    number           Treatment     Visit name    potential        Reproductive status   other method     bearing potential)        

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  003       003              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  004       004              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  005       006              Arthronat     SCREENING     YES              DOUBLE BARRIER                         08JUN2010                 

                                                                          METHOD                                                           

                                                                                                                                           

  006       009              Arthronat     SCREENING     YES              SURGICALLY STERILE                     08JUL2010                 

                                                                                                                                           

  008       008              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  009       010              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  010       002              Placebo       SCREENING     YES              DOUBLE BARRIER                         24JUN2010                 

                                                                          METHOD                                                           

                                                                                                                                           

  012       011              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  014       013              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  016       015              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  018       026              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  020       027              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  022       024              Arthronat     SCREENING     YES              DOUBLE BARRIER                         15JUL2010                 

                                                                          METHOD                                                           

                                                                                                                                           

  024       020              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  025       017              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  031       031              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  033       039              Arthronat     SCREENING     NO                                                                                

                                                                                                                                          



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                                                                            

                                           Female subject not                                               

  Patient   Randomization                  in child bearing      Date of last menstrual                     

  number    number           Treatment     potential             period (Post menopausal)   Date of surgery 

  --------------------------------------------------------------------------------------------------------- 

                                                                                                            

  001       007              Placebo       POST MENOPAUSAL       NKUNK2000                                  

                                                                                                            

  003       003              Placebo       POST MENOPAUSAL       NKUNK1998                                  

                                                                                                            

  004       004              Placebo       POST MENOPAUSAL       NKUNK2000                                  

                                                                                                            

  005       006              Arthronat                                                                      

                                                                                                            

                                                                                                            

  006       009              Arthronat                                                                      

                                                                                                            

  008       008              Arthronat     HYSTERECTOMY AND/OR                              NKUNK1990       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  009       010              Arthronat     POST MENOPAUSAL       NKUNK2005                                  

                                                                                                            

  010       002              Placebo                                                                        

                                                                                                            

                                                                                                            

  012       011              Arthronat     POST MENOPAUSAL       NKUNK1992                                  

                                                                                                            

  014       013              Arthronat     HYSTERECTOMY AND/OR                              NKUNK1996       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  016       015              Arthronat     POST MENOPAUSAL       NKUNK2009                                  

                                                                                                            

  018       026              Arthronat     POST MENOPAUSAL       NKUNK2002                                  

                                                                                                            

  020       027              Arthronat     POST MENOPAUSAL       NKMAR2009                                  

                                                                                                            

  022       024              Arthronat                                                                      

                                                                                                            

                                                                                                            

  024       020              Arthronat     POST MENOPAUSAL       NKUNK2001                                  

                                                                                                            

  025       017              Placebo       POST MENOPAUSAL       NKUNK2007                                  

                                                                                                            

  031       031              Arthronat     POST MENOPAUSAL       NKUNK2000                                  

                                                                                                            

  033       039              Arthronat     HYSTERECTOMY AND/OR                              NKOCT2008       

                                           B/L OOPHERECTOMY                                                



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                         Female subject                                                                    

                                                         in child                               Specify          Date of last menstrual    

  Patient   Randomization                                bearing                                natural or       period (female of child   

  number    number           Treatment     Visit name    potential        Reproductive status   other method     bearing potential)        

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

                                                                                                                                           

  034       040              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  036       033              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  037       037              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  038       035              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  041       030              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  043       052              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  046       053              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  048       055              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  049       056              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  050       046              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  052       048              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  054       042              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  056       051              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  058       045              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  059       066              Placebo       SCREENING     YES              DOUBLE BARRIER                         07SEP2010                 

                                                                          METHOD                                                           

                                                                                                                                           

  060       071              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  061       057              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                          



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                                                                            

                                           Female subject not                                               

  Patient   Randomization                  in child bearing      Date of last menstrual                     

  number    number           Treatment     potential             period (Post menopausal)   Date of surgery 

  --------------------------------------------------------------------------------------------------------- 

                                                                                                            

                                                                                                            

  034       040              Arthronat     POST MENOPAUSAL       NKUNK1995                                  

                                                                                                            

  036       033              Arthronat     POST MENOPAUSAL       NKUNK1995                                  

                                                                                                            

  037       037              Arthronat     HYSTERECTOMY AND/OR                              NKUNK2005       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  038       035              Placebo       POST MENOPAUSAL       NKUNK2007                                  

                                                                                                            

  041       030              Placebo                                                                        

                                                                                                            

  043       052              Arthronat     POST MENOPAUSAL       NKUNK2007                                  

                                                                                                            

  046       053              Placebo       POST MENOPAUSAL       NKUNK2005                                  

                                                                                                            

  048       055              Placebo       POST MENOPAUSAL       NKUNK2008                                  

                                                                                                            

  049       056              Arthronat     POST MENOPAUSAL       NKUNK2005                                  

                                                                                                            

  050       046              Arthronat     HYSTERECTOMY AND/OR                              NKUNK1998       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  052       048              Placebo       POST MENOPAUSAL       NKUNK1994                                  

                                                                                                            

  054       042              Arthronat     HYSTERECTOMY AND/OR                              NKUNK2006       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  056       051              Arthronat     POST MENOPAUSAL       NKUNK1995                                  

                                                                                                            

  058       045              Arthronat     POST MENOPAUSAL       NKUNK2003                                  

                                                                                                            

  059       066              Placebo                                                                        

                                                                                                            

                                                                                                            

  060       071              Arthronat     HYSTERECTOMY AND/OR                              NKUNK1990       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  061       057              Placebo       HYSTERECTOMY AND/OR                              NKNOV2008       

                                           B/L OOPHERECTOMY                                                 

                                                                                                           



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                         Female subject                                                                    

                                                         in child                               Specify          Date of last menstrual    

  Patient   Randomization                                bearing                                natural or       period (female of child   

  number    number           Treatment     Visit name    potential        Reproductive status   other method     bearing potential)        

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  062       063              Placebo       SCREENING     YES              DOUBLE BARRIER                         23AUG2010                 

                                                                          METHOD                                                           

                                                                                                                                           

  063       070              Placebo       SCREENING     YES              SURGICALLY STERILE                     10AUG2010                 

                                                                                                                                           

  064       073              Placebo       SCREENING     YES              SURGICALLY STERILE                     05SEP2010                 

                                                                                                                                           

  065       067              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  066       059              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  067       075              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  068       061              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  070       068              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  071       065              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

                                                                                                                                           

  075       064              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  079       077              Arthronat     SCREENING     NO                                                                                

                                                                                                                                           

  080       076              Placebo       SCREENING     NO                                                                                

                                                                                                                                           

  081       078              Placebo       SCREENING     NO                                                                                

                                                                                                                                          



MA-CT-10-002 

16.2.26 LISTING OF REPRODUCTIVE STATUS BY PATIENT 

 

                                                                                                            

                                           Female subject not                                               

  Patient   Randomization                  in child bearing      Date of last menstrual                     

  number    number           Treatment     potential             period (Post menopausal)   Date of surgery 

  --------------------------------------------------------------------------------------------------------- 

                                                                                                            

  062       063              Placebo                                                                        

                                                                                                            

                                                                                                            

  063       070              Placebo                                                                        

                                                                                                            

  064       073              Placebo                                                                        

                                                                                                            

  065       067              Placebo       POST MENOPAUSAL       NKUNK2008                                  

                                                                                                            

  066       059              Placebo       POST MENOPAUSAL       NKUNK2000                                  

                                                                                                            

  067       075              Placebo       POST MENOPAUSAL       NKUNK2008                                  

                                                                                                            

  068       061              Placebo       POST MENOPAUSAL       NKUNK1993                                  

                                                                                                            

  070       068              Arthronat     POST MENOPAUSAL       NKUNK2005                                  

                                                                                                            

  071       065              Arthronat     HYSTERECTOMY AND/OR                              NKNOV2008       

                                           B/L OOPHERECTOMY                                                 

                                                                                                            

  075       064              Arthronat     POST MENOPAUSAL       NKUNK2008                                  

                                                                                                            

  079       077              Arthronat     POST MENOPAUSAL       NKUNK2002                                  

                                                                                                            

  080       076              Placebo       POST MENOPAUSAL       NKUNK2006                                  

                                                                                                            

  081       078              Placebo       POST MENOPAUSAL       NKUNK2006                                  

                                                                                                            



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.27 

 

Review and Retrieval of Subject Diary 



MA-CT-10-002 

16.2.27 LISTING OF REVIEW AND RETRIEVAL OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Diary reviewed and                          Diary for the next                         

  number    number           Treatment     Visit name    retrieved             If no, reason         visit dispensed       If no, reason        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  001       007              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  002       005              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  003       003              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.          

                                                                                                                                                

  004       004              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  005       006              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  006       009              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  007       001              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.          

                                                                                                                                                

  008       008              Arthronat     BASELINE      YES                                         YES                                       
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16.2.27 LISTING OF REVIEW AND RETRIEVAL OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Diary reviewed and                          Diary for the next                         

  number    number           Treatment     Visit name    retrieved             If no, reason         visit dispensed       If no, reason        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  008       008              Arthronat     WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  009       010              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  010       002              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  011       016              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  012       011              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  013       014              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  014       013              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  015       012              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                       
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  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  015       012              Placebo       WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  016       015              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  018       026              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  019       018              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  020       027              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  021       023              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  022       024              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  023       022              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                       
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  023       022              Placebo       WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  024       020              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  025       017              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  026       021              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST. VISIT          

                                                                                                                                                

  027       025              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  028       019              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  029       029              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  030       028              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                       
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  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  030       028              Arthronat     WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  031       031              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  032       032              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  033       039              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.          

                                                                                                                                                

  034       040              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.          

                                                                                                                                                

  035       038              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  036       033              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  037       037              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.         
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  038       035              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  039       034              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  040       036              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT.          

                                                                                                                                                

  041       030              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  042       050              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  043       052              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  045       043              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           
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  046       053              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  047       054              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  048       055              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  049       056              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  050       046              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  051       049              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  052       048              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  053       047              Placebo       BASELINE      YES                                         YES                                       



MA-CT-10-002 

16.2.27 LISTING OF REVIEW AND RETRIEVAL OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Diary reviewed and                          Diary for the next                         

  number    number           Treatment     Visit name    retrieved             If no, reason         visit dispensed       If no, reason        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

  053       047              Placebo       WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  054       042              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  055       041              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  056       051              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  057       044              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  058       045              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  059       066              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  060       071              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                       
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  060       071              Arthronat     WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  061       057              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  062       063              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  063       070              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  064       073              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  065       067              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  066       059              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  067       075              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                       
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  067       075              Placebo       WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  068       061              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  069       072              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  070       068              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  071       065              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  072       060              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  073       062              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  074       058              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                       
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  074       058              Placebo       WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  075       064              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  076       069              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  077       074              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  078       079              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  079       077              Arthronat     BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  080       076              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                

  081       078              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT          



MA-CT-10-002 

16.2.27 LISTING OF REVIEW AND RETRIEVAL OF SUBJECT DIARY BY PATIENT 

 

  Patient   Randomization                                Diary reviewed and                          Diary for the next                         

  number    number           Treatment     Visit name    retrieved             If no, reason         visit dispensed       If no, reason        

  --------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                                

                                                                                                                                                

  082       080              Placebo       BASELINE      YES                                         YES                                        

                                           WEEK 1 (V3)   YES                                         YES                                        

                                           WEEK 2 (V4)   YES                                         YES                                        

                                           WEEK 3 (V5)   YES                                         YES                                        

                                           WEEK 4 (V6)   YES                                         NO                    LAST VISIT           

                                                                                                                                                



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.28 

 

Screen Failure Form 



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                             Subject          Does not       Specify                           Specify         

                                                             eligible to      meet           inclusion        Meets            exclusion       

  Patient  Randomization                                     continue in      inclusion      criteria         exclusion        criteria        

  number   number         Treatment     Visit name    Visit  the study        Criteria       numbers          Criteria         numbers         

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  001      007            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  002      005            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  003      003            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  004      004            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  005      006            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  006      009            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  007      001            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  008      008            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  009      010            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  010      002            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  011      016            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  012      011            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  013      014            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  014      013            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  015      012            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  016      015            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  018      026            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  019      018            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  020      027            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  021      023            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  022      024            Arthronat     INV COMMENTS         YES                                                                              



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                

                                                

  Patient  Randomization                        

  number   number         Treatment     Others  

  --------------------------------------------- 

                                                

  001      007            Placebo               

                                                

  002      005            Arthronat             

                                                

  003      003            Placebo               

                                                

  004      004            Placebo               

                                                

  005      006            Arthronat             

                                                

  006      009            Arthronat             

                                                

  007      001            Placebo               

                                                

  008      008            Arthronat             

                                                

  009      010            Arthronat             

                                                

  010      002            Placebo               

                                                

  011      016            Placebo               

                                                

  012      011            Arthronat             

                                                

  013      014            Placebo               

                                                

  014      013            Arthronat             

                                                

  015      012            Placebo               

                                                

  016      015            Arthronat             

                                                

  018      026            Arthronat             

                                                

  019      018            Arthronat             

                                                

  020      027            Arthronat             

                                                

  021      023            Arthronat             

                                                

  022      024            Arthronat            



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                             Subject          Does not       Specify                           Specify         

                                                             eligible to      meet           inclusion        Meets            exclusion       

  Patient  Randomization                                     continue in      inclusion      criteria         exclusion        criteria        

  number   number         Treatment     Visit name    Visit  the study        Criteria       numbers          Criteria         numbers         

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

                                                                                                                                               

  023      022            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  024      020            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  025      017            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  026      021            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  027      025            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  028      019            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  029      029            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  030      028            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  031      031            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  032      032            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  033      039            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  034      040            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  035      038            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  036      033            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  037      037            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  038      035            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  039      034            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  040      036            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  041      030            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  042      050            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                              



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                

                                                

  Patient  Randomization                        

  number   number         Treatment     Others  

  --------------------------------------------- 

                                                

                                                

  023      022            Placebo               

                                                

  024      020            Arthronat             

                                                

  025      017            Placebo               

                                                

  026      021            Placebo               

                                                

  027      025            Placebo               

                                                

  028      019            Placebo               

                                                

  029      029            Placebo               

                                                

  030      028            Arthronat             

                                                

  031      031            Arthronat             

                                                

  032      032            Placebo               

                                                

  033      039            Arthronat             

                                                

  034      040            Arthronat             

                                                

  035      038            Placebo               

                                                

  036      033            Arthronat             

                                                

  037      037            Arthronat             

                                                

  038      035            Placebo               

                                                

  039      034            Placebo               

                                                

  040      036            Placebo               

                                                

  041      030            Placebo               

                                                

  042      050            Arthronat             

                                               



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                             Subject          Does not       Specify                           Specify         

                                                             eligible to      meet           inclusion        Meets            exclusion       

  Patient  Randomization                                     continue in      inclusion      criteria         exclusion        criteria        

  number   number         Treatment     Visit name    Visit  the study        Criteria       numbers          Criteria         numbers         

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

  043      052            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  045      043            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  046      053            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  047      054            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  048      055            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  049      056            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  050      046            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  051      049            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  052      048            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  053      047            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  054      042            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  055      041            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  056      051            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  057      044            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  058      045            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  059      066            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  060      071            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  061      057            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  062      063            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  063      070            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  064      073            Placebo       INV COMMENTS         YES                                                                              



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                

                                                

  Patient  Randomization                        

  number   number         Treatment     Others  

  --------------------------------------------- 

                                                

  043      052            Arthronat             

                                                

  045      043            Arthronat             

                                                

  046      053            Placebo               

                                                

  047      054            Arthronat             

                                                

  048      055            Placebo               

                                                

  049      056            Arthronat             

                                                

  050      046            Arthronat             

                                                

  051      049            Placebo               

                                                

  052      048            Placebo               

                                                

  053      047            Placebo               

                                                

  054      042            Arthronat             

                                                

  055      041            Placebo               

                                                

  056      051            Arthronat             

                                                

  057      044            Placebo               

                                                

  058      045            Arthronat             

                                                

  059      066            Placebo               

                                                

  060      071            Arthronat             

                                                

  061      057            Placebo               

                                                

  062      063            Placebo               

                                                

  063      070            Placebo               

                                                

  064      073            Placebo              



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                             Subject          Does not       Specify                           Specify         

                                                             eligible to      meet           inclusion        Meets            exclusion       

  Patient  Randomization                                     continue in      inclusion      criteria         exclusion        criteria        

  number   number         Treatment     Visit name    Visit  the study        Criteria       numbers          Criteria         numbers         

  -------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                               

                                                                                                                                               

  065      067            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  066      059            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  067      075            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  068      061            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  069      072            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  070      068            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  071      065            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  072      060            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  073      062            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  074      058            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  075      064            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  076      069            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  077      074            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  078      079            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  079      077            Arthronat     INV COMMENTS         YES                                                                               

                                                                                                                                               

  080      076            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  081      078            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                               

  082      080            Placebo       INV COMMENTS         YES                                                                               

                                                                                                                                              



MA-CT-10-002 

16.2.28 LISTING OF SCREEN FAILURE FORM BY PATIENT 

 

                                                

                                                

  Patient  Randomization                        

  number   number         Treatment     Others  

  --------------------------------------------- 

                                                

                                                

  065      067            Placebo               

                                                

  066      059            Placebo               

                                                

  067      075            Placebo               

                                                

  068      061            Placebo               

                                                

  069      072            Arthronat             

                                                

  070      068            Arthronat             

                                                

  071      065            Arthronat             

                                                

  072      060            Arthronat             

                                                

  073      062            Arthronat             

                                                

  074      058            Placebo               

                                                

  075      064            Arthronat             

                                                

  076      069            Arthronat             

                                                

  077      074            Arthronat             

                                                

  078      079            Arthronat             

                                                

  079      077            Arthronat             

                                                

  080      076            Placebo               

                                                

  081      078            Placebo               

                                                

  082      080            Placebo               

                                                



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.29 

 

Serum Biochemistry 



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  001      007              Placebo       SCREENING        YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  002      005              Arthronat     SCREENING        YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  001      007              Placebo       Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              4.43        NORMAL                        

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     33.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      67.00       NORMAL                        

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.76        NORMAL                        

                                          Sodium (MEq/l)                  139.40      NORMAL                        

                                          Potassium (MEq/l)               4.66        NORMAL                        

                                          Chloride (MEq/l)                110.50      ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.70        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.45        NORMAL                        

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     28.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      93.00       NORMAL                        

                                          BUN (mg/dl)                     13.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  133.90      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                101.60      NORMAL                        

                                          Calcium (mg/dl)                 9.11        NORMAL                        

                                                                                                                    

  002      005              Arthronat     Total bilirubin (mg/dl)         0.96        NORMAL                        

                                          S. albumin (gm/dl)              4.87        NORMAL                        

                                          SGOT (IU/L)                     43.00       NORMAL                        

                                          SGPT (IU/L)                     37.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      74.00       NORMAL                        

                                          BUN (mg/dl)                     9.40        NORMAL                        

                                          Serum Creatinine (mg/dl)        0.69        NORMAL                        

                                          Sodium (MEq/l)                  133.20      NORMAL                        

                                          Potassium (MEq/l)               4.10        NORMAL                        

                                          Chloride (MEq/l)                96.70       NORMAL                        

                                          Calcium (mg/dl)                 9.20        NORMAL                        

                                          Total bilirubin (mg/dl)         0.76        NORMAL                        

                                          S. albumin (gm/dl)              4.34        NORMAL                        

                                          SGOT (IU/L)                     32.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      96.00       NORMAL                        

                                          BUN (mg/dl)                     11.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  137.20      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  002      005              Arthronat     WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  003      003              Placebo       SCREENING        YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  004      004              Placebo       SCREENING        YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  002      005              Arthronat     Potassium (MEq/l)               3.84        NORMAL                        

                                          Chloride (MEq/l)                99.10       NORMAL                        

                                          Calcium (mg/dl)                 9.52        NORMAL                        

                                                                                                                    

  003      003              Placebo       Total bilirubin (mg/dl)         0.86        NORMAL                        

                                          S. albumin (gm/dl)              4.19        NORMAL                        

                                          SGOT (IU/L)                     32.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      112.00      NORMAL                        

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.74        NORMAL                        

                                          Sodium (MEq/l)                  39.80       NORMAL                        

                                          Potassium (MEq/l)               4.39        NORMAL                        

                                          Chloride (MEq/l)                108.00      NORMAL                        

                                          Calcium (mg/dl)                 9.80        NORMAL                        

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              4.31        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     28.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      107.00      NORMAL                        

                                          BUN (mg/dl)                     11.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.93        NORMAL                        

                                          Sodium (MEq/l)                  130.60      NORMAL                        

                                          Potassium (MEq/l)               4.71        NORMAL                        

                                          Chloride (MEq/l)                99.80       NORMAL                        

                                          Calcium (mg/dl)                 9.70        NORMAL                        

                                                                                                                    

  004      004              Placebo       Total bilirubin (mg/dl)         0.63        NORMAL                        

                                          S. albumin (gm/dl)              4.18        NORMAL                        

                                          SGOT (IU/L)                     18.00       NORMAL                        

                                          SGPT (IU/L)                     16.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      68.00       NORMAL                        

                                          BUN (mg/dl)                     10.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.79        NORMAL                        

                                          Sodium (MEq/l)                  140.90      NORMAL                        

                                          Potassium (MEq/l)               4.03        NORMAL                        

                                          Chloride (MEq/l)                105.50      NORMAL                        

                                          Calcium (mg/dl)                 10.10       NORMAL                        

                                          Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              4.36        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  004      004              Placebo       WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  005      006              Arthronat     SCREENING        YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                                           YES                   14JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  006      009              Arthronat     SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  004      004              Placebo       Alkaline Phosphatase (U/L)      71.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     11.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.91        NORMAL                        

                                          Sodium (MEq/l)                  131.80      NORMAL                        

                                          Potassium (MEq/l)               4.71        NORMAL                        

                                          Chloride (MEq/l)                98.70       NORMAL                        

                                          Calcium (mg/dl)                 9.46        NORMAL                        

                                                                                                                    

  005      006              Arthronat     Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     14.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      51.00       NORMAL                        

                                          BUN (mg/dl)                     8.30        NORMAL                        

                                          Serum Creatinine (mg/dl)        0.72        NORMAL                        

                                          Sodium (MEq/l)                  139.80      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                109.70      NORMAL                        

                                          Calcium (mg/dl)                 9.10        NORMAL                        

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              4.36        NORMAL                        

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     23.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      84.00       NORMAL                        

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.84        NORMAL                        

                                          Sodium (MEq/l)                  129.80      NORMAL                        

                                          Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                101.60      NORMAL                        

                                          Calcium (mg/dl)                 8.95        NORMAL                        

                                                                                                                    

  006      009              Arthronat     Total bilirubin (mg/dl)         0.78        NORMAL                        

                                          S. albumin (gm/dl)              3.85        NORMAL                        

                                          SGOT (IU/L)                     33.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      61.00       NORMAL                        

                                          BUN (mg/dl)                     9.80        NORMAL                        

                                          Serum Creatinine (mg/dl)        1.00        NORMAL                        

                                          Sodium (MEq/l)                  137.40      NORMAL                        

                                          Potassium (MEq/l)               4.74        NORMAL                        

                                          Chloride (MEq/l)                103.70      NORMAL                        

                                          Calcium (mg/dl)                 9.30        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  006      009              Arthronat     WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  007      001              Placebo       SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  008      008              Arthronat     SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  006      009              Arthronat     Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              3.91        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      75.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.16        ABNORMAL **NCS                

                                          Sodium (MEq/l)                  130.70      NORMAL                        

                                          Potassium (MEq/l)               4.39        NORMAL                        

                                          Chloride (MEq/l)                101.60      NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                                                                                                    

  007      001              Placebo       Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.29        NORMAL                        

                                          SGOT (IU/L)                     26.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      92.00       NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.86        NORMAL                        

                                          Sodium (MEq/l)                  140.80      NORMAL                        

                                          Potassium (MEq/l)               3.86        NORMAL                        

                                          Chloride (MEq/l)                102.90      NORMAL                        

                                          Calcium (mg/dl)                 9.70        NORMAL                        

                                          Total bilirubin (mg/dl)         0.55        NORMAL                        

                                          S. albumin (gm/dl)              4.36        NORMAL                        

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      89.00       NORMAL                        

                                          BUN (mg/dl)                     13.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.02        NORMAL                        

                                          Sodium (MEq/l)                  127.60      NORMAL                        

                                          Potassium (MEq/l)               3.91        NORMAL                        

                                          Chloride (MEq/l)                99.20       NORMAL                        

                                          Calcium (mg/dl)                 9.48        NORMAL                        

                                                                                                                    

  008      008              Arthronat     Total bilirubin (mg/dl)         0.88        NORMAL                        

                                          S. albumin (gm/dl)              4.18        NORMAL                        

                                          SGOT (IU/L)                     97          ABNORMAL **NCS                

                                          SGPT (IU/L)                     94          ABNORMAL **NCS                

                                          Alkaline Phosphatase (U/L)      183         NORMAL                        

                                          BUN (mg/dl)                     15.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  008      008              Arthronat     SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                           YES                   21AUG2010                                           

                                                                                                                                     

  009      010              Arthronat     SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  010      002              Placebo       SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  008      008              Arthronat     Sodium (MEq/l)                  141.50      NORMAL                        

                                          Potassium (MEq/l)               4.25        NORMAL                        

                                          Chloride (MEq/l)                105.90      NORMAL                        

                                          Calcium (mg/dl)                 9.20        NORMAL                        

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              4.31        NORMAL                        

                                          SGOT (IU/L)                     59.00       ABNORMAL **NCS                

                                          SGPT (IU/L)                     71.00       ABNORMAL **NCS                

                                          Alkaline Phosphatase (U/L)      139.00      NORMAL                        

                                          BUN (mg/dl)                     18.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.95        NORMAL                        

                                          Sodium (MEq/l)                  125.60      NORMAL                        

                                          Potassium (MEq/l)               4.81        NORMAL                        

                                          Chloride (MEq/l)                99.80       NORMAL                        

                                          Calcium (mg/dl)                 9.61        NORMAL                        

                                                                                                                    

  009      010              Arthronat     Total bilirubin (mg/dl)         0.59        NORMAL                        

                                          S. albumin (gm/dl)              4.10        NORMAL                        

                                          SGOT (IU/L)                     32.00       NORMAL                        

                                          SGPT (IU/L)                     34.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      116.00      NORMAL                        

                                          BUN (mg/dl)                     13.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  139.50      NORMAL                        

                                          Potassium (MEq/l)               4.02        NORMAL                        

                                          Chloride (MEq/l)                104.40      NORMAL                        

                                          Calcium (mg/dl)                 9.40        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.24        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      114.00      NORMAL                        

                                          BUN (mg/dl)                     13.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  132.90      NORMAL                        

                                          Potassium (MEq/l)               4.56        NORMAL                        

                                          Chloride (MEq/l)                100.70      NORMAL                        

                                          Calcium (mg/dl)                 9.71        NORMAL                        

                                                                                                                    

  010      002              Placebo       Total bilirubin (mg/dl)         0.52        NORMAL                        

                                          S. albumin (gm/dl)              4.04        NORMAL                        

                                          SGOT (IU/L)                     37.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  010      002              Placebo       SCREENING        YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                                           YES                   15JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                           YES                   21AUG2010   NO                                      

                                                                                                                                     

  011      016              Placebo       SCREENING        YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                           

                                                           YES                   25AUG2010                                          



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  010      002              Placebo       SGPT (IU/L)                     43.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      64.00       NORMAL                        

                                          BUN (mg/dl)                     9.20        NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  140.50      NORMAL                        

                                          Potassium (MEq/l)               3.86        NORMAL                        

                                          Chloride (MEq/l)                104.80      NORMAL                        

                                          Calcium (mg/dl)                 9.80        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                        

                                          SGOT (IU/L)                     40.00       NORMAL                        

                                          SGPT (IU/L)                     39.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      75.00       NORMAL                        

                                          BUN (mg/dl)                     11.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.72        NORMAL                        

                                          Sodium (MEq/l)                  139.70      NORMAL                        

                                          Potassium (MEq/l)               4.11        NORMAL                        

                                          Chloride (MEq/l)                103.90      NORMAL                        

                                          Calcium (mg/dl)                 9.76        NORMAL                        

                                                                                                                    

  011      016              Placebo       Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              3.77        NORMAL                        

                                          SGOT (IU/L)                     32.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      83.00       NORMAL                        

                                          BUN (mg/dl)                     16.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.01        NORMAL                        

                                          Sodium (MEq/l)                  139.40      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                        

                                          Chloride (MEq/l)                105.20      NORMAL                        

                                          Calcium (mg/dl)                 8.70        NORMAL                        

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              3.81        NORMAL                        

                                          SGOT (IU/L)                     35.00       NORMAL                        

                                          SGPT (IU/L)                     28.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     17.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.95        NORMAL                        

                                          Sodium (MEq/l)                  134.60      NORMAL                        

                                          Potassium (MEq/l)               4.82        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 9.13        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

                                                                                                                                     

  012      011              Arthronat     SCREENING        YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                                                                                                     

  013      014              Placebo       SCREENING        YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                                           YES                   19JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

                                                                                                                    

  012      011              Arthronat     Total bilirubin (mg/dl)         0.57        NORMAL                        

                                          S. albumin (gm/dl)              4.04        NORMAL                        

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      92.00       NORMAL                        

                                          BUN (mg/dl)                     14.50       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  139.50      NORMAL                        

                                          Potassium (MEq/l)               4.05        NORMAL                        

                                          Chloride (MEq/l)                106.30      NORMAL                        

                                          Calcium (mg/dl)                 8.41        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.15        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     22.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      101.00      NORMAL                        

                                          BUN (mg/dl)                     14.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.93        NORMAL                        

                                          Sodium (MEq/l)                  135.60      NORMAL                        

                                          Potassium (MEq/l)               4.14        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 8.65        ABNORMAL **NCS                

                                                                                                                    

  013      014              Placebo       Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              4.07        NORMAL                        

                                          SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      86.00       NORMAL                        

                                          BUN (mg/dl)                     13.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.90        NORMAL                        

                                          Sodium (MEq/l)                  135.00      NORMAL                        

                                          Potassium (MEq/l)               4.28        NORMAL                        

                                          Chloride (MEq/l)                101.10      NORMAL                        

                                          Calcium (mg/dl)                 8.98        NORMAL                        

                                          Total bilirubin (mg/dl)         0.67        NORMAL                        

                                          S. albumin (gm/dl)              4.18        NORMAL                        

                                          SGOT (IU/L)                     34.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      91.00       NORMAL                        

                                          BUN (mg/dl)                     14.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  013      014              Placebo       WEEK 4 (V6)      YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                                                                                                     

  014      013              Arthronat     SCREENING        YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                                                                                                     

  015      012              Placebo       SCREENING        YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010      



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  013      014              Placebo       Sodium (MEq/l)                  131.20      NORMAL                        

                                          Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                95.90       NORMAL                        

                                          Calcium (mg/dl)                 9.05        NORMAL                        

                                                                                                                    

  014      013              Arthronat     Total bilirubin (mg/dl)         0.94        NORMAL                        

                                          S. albumin (gm/dl)              3.89        NORMAL                        

                                          SGOT (IU/L)                     39          NORMAL                        

                                          SGPT (IU/L)                     35          NORMAL                        

                                          Alkaline Phosphatase (U/L)      89          NORMAL                        

                                          BUN (mg/dl)                     14          NORMAL                        

                                          Serum Creatinine (mg/dl)        0.68        NORMAL                        

                                          Sodium (MEq/l)                  138.70      NORMAL                        

                                          Potassium (MEq/l)               4.03        NORMAL                        

                                          Chloride (MEq/l)                103.50      NORMAL                        

                                          Calcium (mg/dl)                 8.16        NORMAL                        

                                          Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              3.78        NORMAL                        

                                          SGOT (IU/L)                     35.00       NORMAL                        

                                          SGPT (IU/L)                     32.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      93.00       NORMAL                        

                                          BUN (mg/dl)                     15.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  142.60      NORMAL                        

                                          Potassium (MEq/l)               3.76        NORMAL                        

                                          Chloride (MEq/l)                108.10      NORMAL                        

                                          Calcium (mg/dl)                 8.42        NORMAL                        

                                                                                                                    

  015      012              Placebo       Total bilirubin (mg/dl)         0.93        NORMAL                        

                                          S. albumin (gm/dl)              4.05        NORMAL                        

                                          SGOT (IU/L)                     36.00       NORMAL                        

                                          SGPT (IU/L)                     43.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      103.00      NORMAL                        

                                          BUN (mg/dl)                     16.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  134.50      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                100.20      NORMAL                        

                                          Calcium (mg/dl)                 9.20        NORMAL                        

                                          Total bilirubin (mg/dl)         0.83        NORMAL                        

                                          S. albumin (gm/dl)              4.16        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  015      012              Placebo       WEEK 4 (V6)      YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                           YES                   25AUG2010   NO                      25AUG2010       

                                                                                                                                     

  016      015              Arthronat     SCREENING        YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                                           YES                   20JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                           YES                   25AUG2010   NO                                      

                                                                                                                                     

  018      026              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  015      012              Placebo       SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      95.00       NORMAL                        

                                          BUN (mg/dl)                     14.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.87        NORMAL                        

                                          Sodium (MEq/l)                  129.70      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                95.60       NORMAL                        

                                          Calcium (mg/dl)                 9.16        NORMAL                        

                                                                                                                    

  016      015              Arthronat     Total bilirubin (mg/dl)         0.54        NORMAL                        

                                          S. albumin (gm/dl)              3.56        NORMAL                        

                                          SGOT (IU/L)                     34.00       NORMAL                        

                                          SGPT (IU/L)                     23.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      82.00       NORMAL                        

                                          BUN (mg/dl)                     17.50       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  138.30      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                        

                                          Chloride (MEq/l)                112.50      NORMAL                        

                                          Calcium (mg/dl)                 8.40        NORMAL                        

                                          Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              3.81        NORMAL                        

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     28.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      89.00       NORMAL                        

                                          BUN (mg/dl)                     17.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.84        NORMAL                        

                                          Sodium (MEq/l)                  130.70      NORMAL                        

                                          Potassium (MEq/l)               4.59        NORMAL                        

                                          Chloride (MEq/l)                105.10      NORMAL                        

                                          Calcium (mg/dl)                 8.72        NORMAL                        

                                                                                                                    

  018      026              Arthronat     Total bilirubin (mg/dl)         0.87        NORMAL                        

                                          S. albumin (gm/dl)              3.63        ABNORMAL **NCS                

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      92.00       NORMAL                        

                                          BUN (mg/dl)                     15.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.05        NORMAL                        

                                          Sodium (MEq/l)                  140.50      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                110.70      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  018      026              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  019      018              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  020      027              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  018      026              Arthronat     Calcium (mg/dl)                 9.40        NORMAL                        

                                          Total bilirubin (mg/dl)         0.85        NORMAL                        

                                          S. albumin (gm/dl)              3.71        ABNORMAL **NCS                

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     23.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      101.00      NORMAL                        

                                          BUN (mg/dl)                     14.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.96        NORMAL                        

                                          Sodium (MEq/l)                  131.60      NORMAL                        

                                          Potassium (MEq/l)               4.32        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 9.30        NORMAL                        

                                                                                                                    

  019      018              Arthronat     Total bilirubin (mg/dl)         0.91        NORMAL                        

                                          S. albumin (gm/dl)              4.01        NORMAL                        

                                          SGOT (IU/L)                     26.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      78.00       NORMAL                        

                                          BUN (mg/dl)                     13.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  137.40      NORMAL                        

                                          Potassium (MEq/l)               4.32        NORMAL                        

                                          Chloride (MEq/l)                100.90      NORMAL                        

                                          Calcium (mg/dl)                 9.30        NORMAL                        

                                          Total bilirubin (mg/dl)         0.88        NORMAL                        

                                          S. albumin (gm/dl)              4.16        NORMAL                        

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      81.00       NORMAL                        

                                          BUN (mg/dl)                     13.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.87        NORMAL                        

                                          Sodium (MEq/l)                  135.60      NORMAL                        

                                          Potassium (MEq/l)               4.15        NORMAL                        

                                          Chloride (MEq/l)                99.10       NORMAL                        

                                          Calcium (mg/dl)                 9.60        NORMAL                        

                                                                                                                    

  020      027              Arthronat     Total bilirubin (mg/dl)         0.97        NORMAL                        

                                          S. albumin (gm/dl)              3.85        NORMAL                        

                                          SGOT (IU/L)                     34.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      95.00       NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  020      027              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  021      023              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  022      024              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  020      027              Arthronat     Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  139.80      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                104.70      NORMAL                        

                                          Calcium (mg/dl)                 8.95        NORMAL                        

                                          Total bilirubin (mg/dl)         0.86        NORMAL                        

                                          S. albumin (gm/dl)              3.91        NORMAL                        

                                          SGOT (IU/L)                     40.00       NORMAL                        

                                          SGPT (IU/L)                     35.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      101.00      NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  136.10      NORMAL                        

                                          Potassium (MEq/l)               4.32        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 9.10        NORMAL                        

                                                                                                                    

  021      023              Arthronat     Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.01        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      76.00       NORMAL                        

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.79        NORMAL                        

                                          Sodium (MEq/l)                  139.10      NORMAL                        

                                          Potassium (MEq/l)               4.06        NORMAL                        

                                          Chloride (MEq/l)                103.40      NORMAL                        

                                          Calcium (mg/dl)                 9.00        NORMAL                        

                                          Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              4.27        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      85.00       NORMAL                        

                                          BUN (mg/dl)                     14.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  135.10      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                99.60       NORMAL                        

                                          Calcium (mg/dl)                 9.10        NORMAL                        

                                                                                                                    

  022      024              Arthronat     Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  022      024              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  023      022              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                           

                                                           YES                   01SEP2010                                          



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  022      024              Arthronat     SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      113.00      NORMAL                        

                                          BUN (mg/dl)                     17.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  136.40      NORMAL                        

                                          Potassium (MEq/l)               4.11        NORMAL                        

                                          Chloride (MEq/l)                96.50       NORMAL                        

                                          Calcium (mg/dl)                 7.81        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.01        NORMAL                        

                                          SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  140.70      NORMAL                        

                                          Potassium (MEq/l)               3.96        NORMAL                        

                                          Chloride (MEq/l)                101.20      NORMAL                        

                                          Calcium (mg/dl)                 8.05        NORMAL                        

                                                                                                                    

  023      022              Placebo       Total bilirubin (mg/dl)         0.83        NORMAL                        

                                          S. albumin (gm/dl)              4.05        NORMAL                        

                                          SGOT (IU/L)                     26.00       NORMAL                        

                                          SGPT (IU/L)                     18.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      84.00       NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.76        NORMAL                        

                                          Sodium (MEq/l)                  137.70      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                101.5       NORMAL                        

                                          Calcium (mg/dl)                 8.10        NORMAL                        

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      74.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     14.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  141.20      NORMAL                        

                                          Potassium (MEq/l)               3.84        NORMAL                        

                                          Chloride (MEq/l)                106.30      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  023      022              Placebo       WEEK 4 (V6)      YES                   01SEP2010                                           

                                                                                                                                     

  024      020              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  025      017              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  023      022              Placebo       Calcium (mg/dl)                 8.30        ABNORMAL **NCS                

                                                                                                                    

  024      020              Arthronat     Total bilirubin (mg/dl)         0.99        NORMAL                        

                                          S. albumin (gm/dl)              3.12        NORMAL                        

                                          SGOT (IU/L)                     36          NORMAL                        

                                          SGPT (IU/L)                     32          NORMAL                        

                                          Alkaline Phosphatase (U/L)      132         NORMAL                        

                                          BUN (mg/dl)                     18.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.87        NORMAL                        

                                          Sodium (MEq/l)                  139.10      NORMAL                        

                                          Potassium (MEq/l)               4.04        NORMAL                        

                                          Chloride (MEq/l)                108.00      NORMAL                        

                                          Calcium (mg/dl)                 7.84        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.95        NORMAL                        

                                          S. albumin (gm/dl)              3.41        ABNORMAL **NCS                

                                          SGOT (IU/L)                     40.00       NORMAL                        

                                          SGPT (IU/L)                     35.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      136.00      NORMAL                        

                                          BUN (mg/dl)                     17.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  138.50      NORMAL                        

                                          Potassium (MEq/l)               4.13        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 8.05        ABNORMAL **NCS                

                                                                                                                    

  025      017              Placebo       Total bilirubin (mg/dl)         0.87        NORMAL                        

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      94.00       NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.73        NORMAL                        

                                          Sodium (MEq/l)                  138.30      NORMAL                        

                                          Potassium (MEq/l)               3.97        NORMAL                        

                                          Chloride (MEq/l)                105.30      NORMAL                        

                                          Calcium (mg/dl)                 8.14        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.90        NORMAL                        

                                          S. albumin (gm/dl)              4.26        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     13.60       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  025      017              Placebo       WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  026      021              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  027      025              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  025      017              Placebo       Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  131.70      NORMAL                        

                                          Potassium (MEq/l)               4.41        NORMAL                        

                                          Chloride (MEq/l)                99.80       NORMAL                        

                                          Calcium (mg/dl)                 8.61        ABNORMAL **NCS                

                                                                                                                    

  026      021              Placebo       Total bilirubin (mg/dl)         0.92        NORMAL                        

                                          S. albumin (gm/dl)              3.17        NORMAL                        

                                          SGOT (IU/L)                     43.00       NORMAL                        

                                          SGPT (IU/L)                     41.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      117.00      NORMAL                        

                                          BUN (mg/dl)                     13.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  139.10      NORMAL                        

                                          Potassium (MEq/l)               3.84        NORMAL                        

                                          Chloride (MEq/l)                107.90      NORMAL                        

                                          Calcium (mg/dl)                 7.91        NORMAL                        

                                          Total bilirubin (mg/dl)         0.85        NORMAL                        

                                          S. albumin (gm/dl)              3.29        NORMAL                        

                                          SGOT (IU/L)                     49.00       NORMAL                        

                                          SGPT (IU/L)                     33.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      109.00      NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  129.60      NORMAL                        

                                          Potassium (MEq/l)               4.32        NORMAL                        

                                          Chloride (MEq/l)                100.90      NORMAL                        

                                          Calcium (mg/dl)                 8.14        NORMAL                        

                                                                                                                    

  027      025              Placebo       Total bilirubin (mg/dl)         0.89        NORMAL                        

                                          S. albumin (gm/dl)              3.21        ABNORMAL **NCS                

                                          SGOT (IU/L)                     40.00       NORMAL                        

                                          SGPT (IU/L)                     41.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      115.00      NORMAL                        

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.79        NORMAL                        

                                          Sodium (MEq/l)                  140.70      NORMAL                        

                                          Potassium (MEq/l)               3.79        NORMAL                        

                                          Chloride (MEq/l)                108.00      NORMAL                        

                                          Calcium (mg/dl)                 8.05        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              3.45        ABNORMAL **NCS               



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  027      025              Placebo       WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  028      019              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  029      029              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  027      025              Placebo       SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     38.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      105.00      NORMAL                        

                                          BUN (mg/dl)                     13.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.91        NORMAL                        

                                          Sodium (MEq/l)                  135.60      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                102.70      NORMAL                        

                                          Calcium (mg/dl)                 8.25        ABNORMAL **NCS                

                                                                                                                    

  028      019              Placebo       Total bilirubin (mg/dl)         0.98        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     37.00       NORMAL                        

                                          SGPT (IU/L)                     23.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      73.00       NORMAL                        

                                          BUN (mg/dl)                     11.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  137.70      NORMAL                        

                                          Potassium (MEq/l)               3.82        NORMAL                        

                                          Chloride (MEq/l)                104.00      NORMAL                        

                                          Calcium (mg/dl)                 8.21        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.78        NORMAL                        

                                          S. albumin (gm/dl)              4.13        NORMAL                        

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      86.00       NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  134.90      NORMAL                        

                                          Potassium (MEq/l)               3.96        NORMAL                        

                                          Chloride (MEq/l)                101.20      NORMAL                        

                                          Calcium (mg/dl)                 8.63        ABNORMAL **NCS                

                                                                                                                    

  029      029              Placebo       Total bilirubin (mg/dl)         0.95        NORMAL                        

                                          S. albumin (gm/dl)              4.14        NORMAL                        

                                          SGOT (IU/L)                     32.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      75.00       NORMAL                        

                                          BUN (mg/dl)                     12.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.74        NORMAL                        

                                          Sodium (MEq/l)                  138.50      NORMAL                        

                                          Potassium (MEq/l)               3.76        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  029      029              Placebo       SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  030      028              Arthronat     SCREENING        YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                                           YES                   27JUL2010   NO                                      

                                          WEEK 4 (V6)      YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                           YES                   01SEP2010   NO                                      

                                                                                                                                     

  031      031              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  029      029              Placebo       Chloride (MEq/l)                103.56      NORMAL                        

                                          Calcium (mg/dl)                 8.10        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.21        NORMAL                        

                                          SGOT (IU/L)                     28          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      81          NORMAL                        

                                          BUN (mg/dl)                     14.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  130.8       NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                94.7        NORMAL                        

                                          Calcium (mg/dl)                 8.42        NORMAL                        

                                                                                                                    

  030      028              Arthronat     Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.06        NORMAL                        

                                          SGOT (IU/L)                     44.00       NORMAL                        

                                          SGPT (IU/L)                     47.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  140.20      NORMAL                        

                                          Potassium (MEq/l)               3.56        NORMAL                        

                                          Chloride (MEq/l)                106.60      NORMAL                        

                                          Calcium (mg/dl)                 7.90        NORMAL                        

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              4.15        NORMAL                        

                                          SGOT (IU/L)                     35          NORMAL                        

                                          SGPT (IU/L)                     39          NORMAL                        

                                          Alkaline Phosphatase (U/L)      100         NORMAL                        

                                          BUN (mg/dl)                     14.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  138.60      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                101.80      NORMAL                        

                                          Calcium (mg/dl)                 8.27        NORMAL                        

                                                                                                                    

  031      031              Arthronat     Total bilirubin (mg/dl)         0.85        NORMAL                        

                                          S. albumin (gm/dl)              3.90        NORMAL                        

                                          SGOT (IU/L)                     63.00       ABNORMAL **NCS                

                                          SGPT (IU/L)                     16.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      114.00      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  031      031              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  032      032              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  033      039              Arthronat     SCREENING        YES                   02AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  031      031              Arthronat     BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  139.80      NORMAL                        

                                          Potassium (MEq/l)               3.76        NORMAL                        

                                          Chloride (MEq/l)                103.50      NORMAL                        

                                          Calcium (mg/dl)                 8.39        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.73        NORMAL                        

                                          S. albumin (gm/dl)              4.06        NORMAL                        

                                          SGOT (IU/L)                     39.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      117.00      NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  131.70      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                100.72      NORMAL                        

                                          Calcium (mg/dl)                 8.78        NORMAL                        

                                                                                                                    

  032      032              Placebo       Total bilirubin (mg/dl)         0.76        NORMAL                        

                                          S. albumin (gm/dl)              3.81        NORMAL                        

                                          SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      104.00      NORMAL                        

                                          BUN (mg/dl)                     15.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  138.40      NORMAL                        

                                          Potassium (MEq/l)               3.68        NORMAL                        

                                          Chloride (MEq/l)                101.20      NORMAL                        

                                          Calcium (mg/dl)                 9.26        NORMAL                        

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              3.92        NORMAL                        

                                          SGOT (IU/L)                     34.00       NORMAL                        

                                          SGPT (IU/L)                     35.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      127.00      NORMAL                        

                                          BUN (mg/dl)                     14.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.98        NORMAL                        

                                          Sodium (MEq/l)                  129.60      NORMAL                        

                                          Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 9.13        NORMAL                        

                                                                                                                    

  033      039              Arthronat     Total bilirubin (mg/dl)         0.59        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  033      039              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  034      040              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  033      039              Arthronat     S. albumin (gm/dl)              3.87        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      94.00       NORMAL                        

                                          BUN (mg/dl)                     16.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.76        NORMAL                        

                                          Sodium (MEq/l)                  138.10      NORMAL                        

                                          Potassium (MEq/l)               3.99        NORMAL                        

                                          Chloride (MEq/l)                101.80      NORMAL                        

                                          Calcium (mg/dl)                 8.29        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.62        NORMAL                        

                                          S. albumin (gm/dl)              3.86        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      92.00       NORMAL                        

                                          BUN (mg/dl)                     15.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  140.20      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                104.70      NORMAL                        

                                          Calcium (mg/dl)                 8.78        NORMAL                        

                                                                                                                    

  034      040              Arthronat     Total bilirubin (mg/dl)         0.63        NORMAL                        

                                          S. albumin (gm/dl)              3.25        ABNORMAL **NCS                

                                          SGOT (IU/L)                     16.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      87.00       NORMAL                        

                                          BUN (mg/dl)                     18.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  137.40      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                        

                                          Chloride (MEq/l)                100.60      NORMAL                        

                                          Calcium (mg/dl)                 8.14        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              3.68        ABNORMAL **NCS                

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      91.00       NORMAL                        

                                          BUN (mg/dl)                     17.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.83        NORMAL                        

                                          Sodium (MEq/l)                  142.60      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  034      040              Arthronat     WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  035      038              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  036      033              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  034      040              Arthronat     Chloride (MEq/l)                109.10      ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.56        ABNORMAL **NCS                

                                                                                                                    

  035      038              Placebo       Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              3.92        NORMAL                        

                                          SGOT (IU/L)                     26.00       NORMAL                        

                                          SGPT (IU/L)                     33.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     15.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  135.40      NORMAL                        

                                          Potassium (MEq/l)               4.20        NORMAL                        

                                          Chloride (MEq/l)                96.80       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 7.87        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.70        NORMAL                        

                                          S. albumin (gm/dl)              3.87        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      114.00      NORMAL                        

                                          BUN (mg/dl)                     16.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.88        NORMAL                        

                                          Sodium (MEq/l)                  131.60      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                100.70      NORMAL                        

                                          Calcium (mg/dl)                 8.01        ABNORMAL **NCS                

                                                                                                                    

  036      033              Arthronat     Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.66        ABNORMAL **NCS                

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      108.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.72        NORMAL                        

                                          Sodium (MEq/l)                  138.40      NORMAL                        

                                          Potassium (MEq/l)               3.68        NORMAL                        

                                          Chloride (MEq/l)                103.50      NORMAL                        

                                          Calcium (mg/dl)                 7.89        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              3.71        ABNORMAL **NCS                

                                          SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      99.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  036      033              Arthronat     WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  037      037              Arthronat     SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  038      035              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  036      033              Arthronat     BUN (mg/dl)                     15.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  130.80      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                98.70       NORMAL                        

                                          Calcium (mg/dl)                 8.14        ABNORMAL **NCS                

                                                                                                                    

  037      037              Arthronat     Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              3.75        ABNORMAL **NCS                

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      76.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  137.40      NORMAL                        

                                          Potassium (MEq/l)               3.60        NORMAL                        

                                          Chloride (MEq/l)                102.30      NORMAL                        

                                          Calcium (mg/dl)                 8.45        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.82        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      84.00       NORMAL                        

                                          BUN (mg/dl)                     14.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.93        NORMAL                        

                                          Sodium (MEq/l)                  129.80      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                95.70       NORMAL                        

                                          Calcium (mg/dl)                 8.61        ABNORMAL **NCS                

                                                                                                                    

  038      035              Placebo       Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              3.89        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      89.00       NORMAL                        

                                          BUN (mg/dl)                     13.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  132.70      NORMAL                        

                                          Potassium (MEq/l)               3.78        NORMAL                        

                                          Chloride (MEq/l)                102.90      NORMAL                        

                                          Calcium (mg/dl)                 8.08        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.71        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  038      035              Placebo       WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  039      034              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  040      036              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  038      035              Placebo       S. albumin (gm/dl)              3.85        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      93.00       NORMAL                        

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.77        NORMAL                        

                                          Sodium (MEq/l)                  138.30      NORMAL                        

                                          Potassium (MEq/l)               3.61        NORMAL                        

                                          Chloride (MEq/l)                107.20      NORMAL                        

                                          Calcium (mg/dl)                 8.46        ABNORMAL **NCS                

                                                                                                                    

  039      034              Placebo       Total bilirubin (mg/dl)         0.89        NORMAL                        

                                          S. albumin (gm/dl)              3.86        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     12.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      92.00       NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  137.40      NORMAL                        

                                          Potassium (MEq/l)               4.30        NORMAL                        

                                          Chloride (MEq/l)                103.50      NORMAL                        

                                          Calcium (mg/dl)                 8.81        NORMAL                        

                                          Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      97.00       NORMAL                        

                                          BUN (mg/dl)                     14.80       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.02        NORMAL                        

                                          Sodium (MEq/l)                  139.20      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                105.10      NORMAL                        

                                          Calcium (mg/dl)                 8.47        ABNORMAL **NCS                

                                                                                                                    

  040      036              Placebo       Total bilirubin (mg/dl)         0.98        NORMAL                        

                                          S. albumin (gm/dl)              4.16        NORMAL                        

                                          SGOT (IU/L)                     12.00       NORMAL                        

                                          SGPT (IU/L)                     16.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      56.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.05        NORMAL                        

                                          Sodium (MEq/l)                  138.70      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  040      036              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  041      030              Placebo       SCREENING        YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                                           YES                   02AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                           YES                   07SEP2010   NO                                      

                                                                                                                                     

  042      050              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  040      036              Placebo       Potassium (MEq/l)               4.10        NORMAL                        

                                          Chloride (MEq/l)                109.30      ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.12        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.78        NORMAL                        

                                          S. albumin (gm/dl)              4.21        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     13.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      63.00       NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.93        NORMAL                        

                                          Sodium (MEq/l)                  131.50      NORMAL                        

                                          Potassium (MEq/l)               4.67        NORMAL                        

                                          Chloride (MEq/l)                100.80      NORMAL                        

                                          Calcium (mg/dl)                 8.61        ABNORMAL **NCS                

                                                                                                                    

  041      030              Placebo       Total bilirubin (mg/dl)         0.52        NORMAL                        

                                          S. albumin (gm/dl)              3.83        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      58.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  138.40      NORMAL                        

                                          Potassium (MEq/l)               3.73        NORMAL                        

                                          Chloride (MEq/l)                109.30      NORMAL                        

                                          Calcium (mg/dl)                 7.90        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              3.98        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      69.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     14.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  131.90      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 8.31        ABNORMAL **NCS                

                                                                                                                    

  042      050              Arthronat     Total bilirubin (mg/dl)         0.67        NORMAL                        

                                          S. albumin (gm/dl)              3.93        NORMAL                        

                                          SGOT (IU/L)                     22.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  042      050              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  043      052              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                    



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  042      050              Arthronat     Alkaline Phosphatase (U/L)      127.00      NORMAL                        

                                          BUN (mg/dl)                     14.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  132.40      NORMAL                        

                                          Potassium (MEq/l)               4.09        NORMAL                        

                                          Chloride (MEq/l)                97.90       NORMAL                        

                                          Calcium (mg/dl)                 9.20        NORMAL                        

                                          Total bilirubin (mg/dl)         0.70        NORMAL                        

                                          S. albumin (gm/dl)              3.86        NORMAL                        

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      132.00      NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  135.70      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                100.20      NORMAL                        

                                          Calcium (mg/dl)                 9.14        NORMAL                        

                                                                                                                    

  043      052              Arthronat     Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     28.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      124.00      NORMAL                        

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.63        ABNORMAL **NCS                

                                          Sodium (MEq/l)                  135.90      NORMAL                        

                                          Potassium (MEq/l)               3.68        NORMAL                        

                                          Chloride (MEq/l)                106.10      NORMAL                        

                                          Calcium (mg/dl)                 9.10        NORMAL                        

                                          Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              4.17        NORMAL                        

                                          SGOT (IU/L)                     27.00       NORMAL                        

                                          SGPT (IU/L)                     23.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      132.00      NORMAL                        

                                          BUN (mg/dl)                     14.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  138.20      NORMAL                        

                                          Potassium (MEq/l)               4.11        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                                                                                                   



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  045      043              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  046      053              Placebo       SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  045      043              Arthronat     Total bilirubin (mg/dl)         0.73        NORMAL                        

                                          S. albumin (gm/dl)              4.10        NORMAL                        

                                          SGOT (IU/L)                     22.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      167.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.12        NORMAL                        

                                          Sodium (MEq/l)                  134.10      NORMAL                        

                                          Potassium (MEq/l)               4.19        NORMAL                        

                                          Chloride (MEq/l)                101.50      NORMAL                        

                                          Calcium (mg/dl)                 9.50        NORMAL                        

                                          Total bilirubin (mg/dl)         0.60        NORMAL                        

                                          S. albumin (gm/dl)              4.11        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      132.00      NORMAL                        

                                          BUN (mg/dl)                     17.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.99        NORMAL                        

                                          Sodium (MEq/l)                  130.90      NORMAL                        

                                          Potassium (MEq/l)               4.36        NORMAL                        

                                          Chloride (MEq/l)                98.70       NORMAL                        

                                          Calcium (mg/dl)                 9.41        NORMAL                        

                                                                                                                    

  046      053              Placebo       Total bilirubin (mg/dl)         0.66        NORMAL                        

                                          S. albumin (gm/dl)              3.53        ABNORMAL **NCS                

                                          SGOT (IU/L)                     37.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      158.00      NORMAL                        

                                          BUN (mg/dl)                     14.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  132.50      NORMAL                        

                                          Potassium (MEq/l)               4.23        NORMAL                        

                                          Chloride (MEq/l)                101.40      NORMAL                        

                                          Calcium (mg/dl)                 8.40        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.71        ABNORMAL **NCS                

                                          SGOT (IU/L)                     35.00       NORMAL                        

                                          SGPT (IU/L)                     32.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      129.00      NORMAL                        

                                          BUN (mg/dl)                     15.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.86        NORMAL                        

                                          Sodium (MEq/l)                  135.40      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  046      053              Placebo       WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  047      054              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  048      055              Placebo       SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  046      053              Placebo       Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                103.60      NORMAL                        

                                          Calcium (mg/dl)                 8.81        NORMAL                        

                                                                                                                    

  047      054              Arthronat     Total bilirubin (mg/dl)         0.83        NORMAL                        

                                          S. albumin (gm/dl)              4.18        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     15.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.97        NORMAL                        

                                          Sodium (MEq/l)                  138.90      NORMAL                        

                                          Potassium (MEq/l)               4.71        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 9.43        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.31        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      96.00       NORMAL                        

                                          BUN (mg/dl)                     13.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.04        NORMAL                        

                                          Sodium (MEq/l)                  135.40      NORMAL                        

                                          Potassium (MEq/l)               4.21        NORMAL                        

                                          Chloride (MEq/l)                102.60      NORMAL                        

                                          Calcium (mg/dl)                 9.36        NORMAL                        

                                                                                                                    

  048      055              Placebo       Total bilirubin (mg/dl)         0.89        NORMAL                        

                                          S. albumin (gm/dl)              4.61        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     24.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      78.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     15.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.77        NORMAL                        

                                          Sodium (MEq/l)                  129.30      NORMAL                        

                                          Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 8.30        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.59        NORMAL                        

                                          S. albumin (gm/dl)              4.58        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  048      055              Placebo       WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  049      056              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  050      046              Arthronat     SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  048      055              Placebo       Alkaline Phosphatase (U/L)      94.00       NORMAL                        

                                          BUN (mg/dl)                     16.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  137.60      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                103.10      NORMAL                        

                                          Calcium (mg/dl)                 8.71        NORMAL                        

                                                                                                                    

  049      056              Arthronat     Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              3.78        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      85.00       NORMAL                        

                                          BUN (mg/dl)                     11.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.64        NORMAL                        

                                          Sodium (MEq/l)                  131.70      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                103.20      NORMAL                        

                                          Calcium (mg/dl)                 8.20        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.65        NORMAL                        

                                          S. albumin (gm/dl)              3.93        NORMAL                        

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      102.00      NORMAL                        

                                          BUN (mg/dl)                     15.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  130.20      NORMAL                        

                                          Potassium (MEq/l)               4.87        NORMAL                        

                                          Chloride (MEq/l)                99.60       NORMAL                        

                                          Calcium (mg/dl)                 8.46        ABNORMAL **NCS                

                                                                                                                    

  050      046              Arthronat     Total bilirubin (mg/dl)         0.84        NORMAL                        

                                          S. albumin (gm/dl)              3.03        ABNORMAL **NCS                

                                          SGOT (IU/L)                     22.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      96.00       NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  136.90      NORMAL                        

                                          Potassium (MEq/l)               3.85        NORMAL                        

                                          Chloride (MEq/l)                104.60      NORMAL                        

                                          Calcium (mg/dl)                 8.60        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  050      046              Arthronat     WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  051      049              Placebo       SCREENING        YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                                           YES                   31AUG2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  052      048              Placebo       SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  050      046              Arthronat     Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.62        ABNORMAL **NCS                

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      101.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.83        NORMAL                        

                                          Sodium (MEq/l)                  139.60      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 9.11        NORMAL                        

                                                                                                                    

  051      049              Placebo       Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              3.63        ABNORMAL **NCS                

                                          SGOT (IU/L)                     23          NORMAL                        

                                          SGPT (IU/L)                     18          NORMAL                        

                                          Alkaline Phosphatase (U/L)      113         NORMAL                        

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.68        ABNORMAL **NCS                

                                          Sodium (MEq/l)                  131.90      NORMAL                        

                                          Potassium (MEq/l)               5.12        NORMAL                        

                                          Chloride (MEq/l)                96.30       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.50        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              3.85        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     24.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      98.00       NORMAL                        

                                          BUN (mg/dl)                     15.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  141.30      NORMAL                        

                                          Potassium (MEq/l)               4.27        NORMAL                        

                                          Chloride (MEq/l)                100.10      NORMAL                        

                                          Calcium (mg/dl)                 8.98        NORMAL                        

                                                                                                                    

  052      048              Placebo       Total bilirubin (mg/dl)         0.85        ABNORMAL **NCS                

                                          S. albumin (gm/dl)              3.57        ABNORMAL **NCS                

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      101.00      NORMAL                        

                                          BUN (mg/dl)                     19.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.39        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  052      048              Placebo       SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  053      047              Placebo       SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  054      042              Arthronat     SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  052      048              Placebo       Sodium (MEq/l)                  124.10      ABNORMAL **NCS                

                                          Potassium (MEq/l)               4.69        NORMAL                        

                                          Chloride (MEq/l)                88.70       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 9.13        NORMAL                        

                                          Total bilirubin (mg/dl)         0.71        NORMAL                        

                                          S. albumin (gm/dl)              3.73        NORMAL                        

                                          SGOT (IU/L)                     15.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      109.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.26        NORMAL                        

                                          Sodium (MEq/l)                  125.80      NORMAL                        

                                          Potassium (MEq/l)               5.01        NORMAL                        

                                          Chloride (MEq/l)                97.20       NORMAL                        

                                          Calcium (mg/dl)                 8.96        NORMAL                        

                                                                                                                    

  053      047              Placebo       Total bilirubin (mg/dl)         0.66        NORMAL                        

                                          S. albumin (gm/dl)              3.53        ABNORMAL **NCS                

                                          SGOT (IU/L)                     31.00       NORMAL                        

                                          SGPT (IU/L)                     38.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      155.00      NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.88        NORMAL                        

                                          Sodium (MEq/l)                  136.60      NORMAL                        

                                          Potassium (MEq/l)               5.02        NORMAL                        

                                          Chloride (MEq/l)                107.10      NORMAL                        

                                          Calcium (mg/dl)                 9.84        NORMAL                        

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              3.71        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     33.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      128.00      NORMAL                        

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.02        NORMAL                        

                                          Sodium (MEq/l)                  130.70      NORMAL                        

                                          Potassium (MEq/l)               4.16        NORMAL                        

                                          Chloride (MEq/l)                99.80       NORMAL                        

                                          Calcium (mg/dl)                 9.49        NORMAL                        

                                                                                                                    

  054      042              Arthronat     Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.43        ABNORMAL **NCS                

                                          SGOT (IU/L)                     19.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  054      042              Arthronat     SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  055      041              Placebo       SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  054      042              Arthronat     SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      111.00      NORMAL                        

                                          BUN (mg/dl)                     16.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  139.30      NORMAL                        

                                          Potassium (MEq/l)               3.61        NORMAL                        

                                          Chloride (MEq/l)                108.40      NORMAL                        

                                          Calcium (mg/dl)                 9.81        NORMAL                        

                                          Total bilirubin (mg/dl)         0.65        NORMAL                        

                                          S. albumin (gm/dl)              3.71        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     35.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      99.00       NORMAL                        

                                          BUN (mg/dl)                     15.80       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.72        NORMAL                        

                                          Sodium (MEq/l)                  134.60      NORMAL                        

                                          Potassium (MEq/l)               3.96        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 9.46        NORMAL                        

                                                                                                                    

  055      041              Placebo       Total bilirubin (mg/dl)         0.65        NORMAL                        

                                          S. albumin (gm/dl)              3.58        ABNORMAL **NCS                

                                          SGOT (IU/L)                     35.00       NORMAL                        

                                          SGPT (IU/L)                     39.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      108.00      NORMAL                        

                                          BUN (mg/dl)                     10.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.90        NORMAL                        

                                          Sodium (MEq/l)                  9.12        NORMAL                        

                                          Potassium (MEq/l)               5.49        NORMAL                        

                                          Chloride (MEq/l)                100.20      NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                          Total bilirubin (mg/dl)         0.58        NORMAL                        

                                          S. albumin (gm/dl)              3.60        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      93.00       NORMAL                        

                                          BUN (mg/dl)                     11.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.97        NORMAL                        

                                          Sodium (MEq/l)                  129.30      NORMAL                        

                                          Potassium (MEq/l)               5.32        NORMAL                        

                                          Chloride (MEq/l)                94.60       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.98        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

                                                                                                                                     

  056      051              Arthronat     SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  057      044              Placebo       SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

                                                                                                                    

  056      051              Arthronat     Total bilirubin (mg/dl)         0.62        NORMAL                        

                                          S. albumin (gm/dl)              3.48        ABNORMAL **NCS                

                                          SGOT (IU/L)                     27.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      127.00      NORMAL                        

                                          BUN (mg/dl)                     11.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  132.40      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                        

                                          Chloride (MEq/l)                94.90       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.71        NORMAL                        

                                          Total bilirubin (mg/dl)         0.70        NORMAL                        

                                          S. albumin (gm/dl)              3.63        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      111.00      NORMAL                        

                                          BUN (mg/dl)                     11.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.88        NORMAL                        

                                          Sodium (MEq/l)                  139.60      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                101.30      NORMAL                        

                                          Calcium (mg/dl)                 9.11        NORMAL                        

                                                                                                                    

  057      044              Placebo       Total bilirubin (mg/dl)         0.98        NORMAL                        

                                          S. albumin (gm/dl)              3.52        ABNORMAL **NCS                

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     24.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      197         ABNORMAL **NCS                

                                          BUN (mg/dl)                     12.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  139.10      NORMAL                        

                                          Potassium (MEq/l)               3.96        NORMAL                        

                                          Chloride (MEq/l)                102.70      NORMAL                        

                                          Calcium (mg/dl)                 10.20       NORMAL                        

                                          Total bilirubin (mg/dl)         0.70        NORMAL                        

                                          S. albumin (gm/dl)              3.49        NORMAL                        

                                          SGOT (IU/L)                     27.00       NORMAL                        

                                          SGPT (IU/L)                     34.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      146.00      NORMAL                        

                                          BUN (mg/dl)                     16.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.76        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  057      044              Placebo       WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  058      045              Arthronat     SCREENING        YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                                           YES                   02SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                           YES                   11OCT2010   NO                                      

                                                                                                                                     

  059      066              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  057      044              Placebo       Sodium (MEq/l)                  131.80      NORMAL                        

                                          Potassium (MEq/l)               4.71        NORMAL                        

                                          Chloride (MEq/l)                99.10       NORMAL                        

                                          Calcium (mg/dl)                 9.32        NORMAL                        

                                                                                                                    

  058      045              Arthronat     Total bilirubin (mg/dl)         0.57        NORMAL                        

                                          S. albumin (gm/dl)              3.58        ABNORMAL **NCS                

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      162.00      NORMAL                        

                                          BUN (mg/dl)                     15.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  129.80      NORMAL                        

                                          Potassium (MEq/l)               5.12        NORMAL                        

                                          Chloride (MEq/l)                99.60       NORMAL                        

                                          Calcium (mg/dl)                 9.90        NORMAL                        

                                          Total bilirubin (mg/dl)         0.55        NORMAL                        

                                          S. albumin (gm/dl)              3.64        ABNORMAL **NCS                

                                          SGOT (IU/L)                     24          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      127         NORMAL                        

                                          BUN (mg/dl)                     17.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.83        NORMAL                        

                                          Sodium (MEq/l)                  131.80      NORMAL                        

                                          Potassium (MEq/l)               4.67        NORMAL                        

                                          Chloride (MEq/l)                103.20      NORMAL                        

                                          Calcium (mg/dl)                 9.73        NORMAL                        

                                                                                                                    

  059      066              Placebo       Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.84        NORMAL                        

                                          SGOT (IU/L)                     13.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      87.00       NORMAL                        

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.02        NORMAL                        

                                          Sodium (MEq/l)                  137.10      NORMAL                        

                                          Potassium (MEq/l)               4.30        NORMAL                        

                                          Chloride (MEq/l)                107.90      NORMAL                        

                                          Calcium (mg/dl)                 7.96        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  059      066              Placebo       WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  060      071              Arthronat     SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  061      057              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  059      066              Placebo       SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      93.00       NORMAL                        

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.98        NORMAL                        

                                          Sodium (MEq/l)                  131.90      NORMAL                        

                                          Potassium (MEq/l)               4.78        NORMAL                        

                                          Chloride (MEq/l)                101.20      NORMAL                        

                                          Calcium (mg/dl)                 8.14        ABNORMAL **NCS                

                                                                                                                    

  060      071              Arthronat     Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              3.69        ABNORMAL **NCS                

                                          SGOT (IU/L)                     21          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      92          NORMAL                        

                                          BUN (mg/dl)                     18.2        NORMAL                        

                                          Serum Creatinine (mg/dl)        0.99        NORMAL                        

                                          Sodium (MEq/l)                  136.10      NORMAL                        

                                          Potassium (MEq/l)               3.77        NORMAL                        

                                          Chloride (MEq/l)                102.10      NORMAL                        

                                          Calcium (mg/dl)                 8.41        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.59        NORMAL                        

                                          S. albumin (gm/dl)              3.74        ABNORMAL **NCS                

                                          SGOT (IU/L)                     29          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      95          NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.02        NORMAL                        

                                          Sodium (MEq/l)                  130.70      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                99.40       NORMAL                        

                                          Calcium (mg/dl)                 8.96        NORMAL                        

                                                                                                                    

  061      057              Placebo       Total bilirubin (mg/dl)         0.91        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                        

                                          SGOT (IU/L)                     16          NORMAL                        

                                          SGPT (IU/L)                     19          NORMAL                        

                                          Alkaline Phosphatase (U/L)      138         NORMAL                        

                                          BUN (mg/dl)                     14.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.73        NORMAL                        

                                          Sodium (MEq/l)                  133.70      NORMAL                        

                                          Potassium (MEq/l)               3.71        NORMAL                        

                                          Chloride (MEq/l)                97.20       ABNORMAL **NCS               



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  061      057              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                           YES                   25OCT2010   NO                      25OCT2010       

                                                                                                                                     

  062      063              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  063      070              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  061      057              Placebo       Calcium (mg/dl)                 8.72        NORMAL                        

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      127.00      NORMAL                        

                                          BUN (mg/dl)                     15.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  129.60      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                90.70       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 9.06        NORMAL                        

                                                                                                                    

  062      063              Placebo       Total bilirubin (mg/dl)         0.66        NORMAL                        

                                          S. albumin (gm/dl)              3.91        NORMAL                        

                                          SGOT (IU/L)                     27          NORMAL                        

                                          SGPT (IU/L)                     31          NORMAL                        

                                          Alkaline Phosphatase (U/L)      72          NORMAL                        

                                          BUN (mg/dl)                     11.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  134.90      NORMAL                        

                                          Potassium (MEq/l)               3.84        NORMAL                        

                                          Chloride (MEq/l)                104.00      NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                          Total bilirubin (mg/dl)         0.59        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                        

                                          SGOT (IU/L)                     30.00       NORMAL                        

                                          SGPT (IU/L)                     29.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      81.00       NORMAL                        

                                          BUN (mg/dl)                     12.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  132.70      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                99.60       NORMAL                        

                                          Calcium (mg/dl)                 9.05        NORMAL                        

                                                                                                                    

  063      070              Placebo       Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              4.29        NORMAL                        

                                          SGOT (IU/L)                     22.00       NORMAL                        

                                          SGPT (IU/L)                     13.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      88.00       NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  063      070              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  064      073              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  065      067              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  063      070              Placebo       Serum Creatinine (mg/dl)        0.67        ABNORMAL **NCS                

                                          Sodium (MEq/l)                  137.10      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                107.30      NORMAL                        

                                          Calcium (mg/dl)                 8.92        NORMAL                        

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.17        NORMAL                        

                                          SGOT (IU/L)                     21          NORMAL                        

                                          SGPT (IU/L)                     19          NORMAL                        

                                          Alkaline Phosphatase (U/L)      93          NORMAL                        

                                          BUN (mg/dl)                     13.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.73        NORMAL                        

                                          Sodium (MEq/l)                  133.90      NORMAL                        

                                          Potassium (MEq/l)               4.12        NORMAL                        

                                          Chloride (MEq/l)                101.70      NORMAL                        

                                          Calcium (mg/dl)                 8.95        NORMAL                        

                                                                                                                    

  064      073              Placebo       Total bilirubin (mg/dl)         0.76        NORMAL                        

                                          S. albumin (gm/dl)              3.89        NORMAL                        

                                          SGOT (IU/L)                     25          NORMAL                        

                                          SGPT (IU/L)                     28          NORMAL                        

                                          Alkaline Phosphatase (U/L)      69          ABNORMAL **NCS                

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.72        NORMAL                        

                                          Sodium (MEq/l)                  136.10      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                106.00      NORMAL                        

                                          Calcium (mg/dl)                 8.81        NORMAL                        

                                          Total bilirubin (mg/dl)         0.72        NORMAL                        

                                          S. albumin (gm/dl)              3.78        ABNORMAL **NCS                

                                          SGOT (IU/L)                     19          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      79          ABNORMAL **NCS                

                                          BUN (mg/dl)                     15.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.77        NORMAL                        

                                          Sodium (MEq/l)                  133.70      NORMAL                        

                                          Potassium (MEq/l)               4.11        NORMAL                        

                                          Chloride (MEq/l)                104.20      NORMAL                        

                                          Calcium (mg/dl)                 8.78        NORMAL                        

                                                                                                                    

  065      067              Placebo       Total bilirubin (mg/dl)         0.96        NORMAL                        

                                          S. albumin (gm/dl)              4.10        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  065      067              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  066      059              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  065      067              Placebo       SGOT (IU/L)                     12          NORMAL                        

                                          SGPT (IU/L)                     18          NORMAL                        

                                          Alkaline Phosphatase (U/L)      89          NORMAL                        

                                          BUN (mg/dl)                     15.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.71        NORMAL                        

                                          Sodium (MEq/l)                  136.20      NORMAL                        

                                          Potassium (MEq/l)               4.78        NORMAL                        

                                          Chloride (MEq/l)                106.10      NORMAL                        

                                          Calcium (mg/dl)                 8.48        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              4.05        NORMAL                        

                                          SGOT (IU/L)                     21          NORMAL                        

                                          SGPT (IU/L)                     24          NORMAL                        

                                          Alkaline Phosphatase (U/L)      92          NORMAL                        

                                          BUN (mg/dl)                     15.50       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.83        NORMAL                        

                                          Sodium (MEq/l)                  131.70      NORMAL                        

                                          Potassium (MEq/l)               4.38        NORMAL                        

                                          Chloride (MEq/l)                101.90      NORMAL                        

                                          Calcium (mg/dl)                 8.71        NORMAL                        

                                                                                                                    

  066      059              Placebo       Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              3.97        NORMAL                        

                                          SGOT (IU/L)                     17.00       NORMAL                        

                                          SGPT (IU/L)                     11.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      129.00      NORMAL                        

                                          BUN (mg/dl)                     13.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  134.30      NORMAL                        

                                          Potassium (MEq/l)               4.57        NORMAL                        

                                          Chloride (MEq/l)                99.60       NORMAL                        

                                          Calcium (mg/dl)                 8.16        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     22          NORMAL                        

                                          SGPT (IU/L)                     19          NORMAL                        

                                          Alkaline Phosphatase (U/L)      117         NORMAL                        

                                          BUN (mg/dl)                     13.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  137.80      NORMAL                        

                                          Potassium (MEq/l)               4.37        NORMAL                        

                                          Chloride (MEq/l)                101.20      NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  066      059              Placebo       WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                                                                                                     

  067      075              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  068      061              Placebo       SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  066      059              Placebo       Calcium (mg/dl)                 8.42        ABNORMAL **NCS                

                                                                                                                    

  067      075              Placebo       Total bilirubin (mg/dl)         0.82        NORMAL                        

                                          S. albumin (gm/dl)              4.18        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     16.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      115.00      NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  137.70      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                111.30      NORMAL                        

                                          Calcium (mg/dl)                 9.21        NORMAL                        

                                          Total bilirubin (mg/dl)         0.70        NORMAL                        

                                          S. albumin (gm/dl)              4.25        NORMAL                        

                                          SGOT (IU/L)                     19          NORMAL                        

                                          SGPT (IU/L)                     21          NORMAL                        

                                          Alkaline Phosphatase (U/L)      109         NORMAL                        

                                          BUN (mg/dl)                     15.10       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.76        NORMAL                        

                                          Sodium (MEq/l)                  133.90      NORMAL                        

                                          Potassium (MEq/l)               4.36        NORMAL                        

                                          Chloride (MEq/l)                102.70      NORMAL                        

                                          Calcium (mg/dl)                 9.14        NORMAL                        

                                                                                                                    

  068      061              Placebo       Total bilirubin (mg/dl)         0.73        NORMAL                        

                                          S. albumin (gm/dl)              4.01        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     21.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      128.00      NORMAL                        

                                          BUN (mg/dl)                     9.80        NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  135.50      NORMAL                        

                                          Potassium (MEq/l)               3.74        NORMAL                        

                                          Chloride (MEq/l)                105.90      NORMAL                        

                                          Calcium (mg/dl)                 8.94        NORMAL                        

                                          Total bilirubin (mg/dl)         0.60        NORMAL                        

                                          S. albumin (gm/dl)              4.15        NORMAL                        

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      112.00      NORMAL                        

                                          BUN (mg/dl)                     11.30       NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  068      061              Placebo       WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  069      072              Arthronat     SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  070      068              Arthronat     SCREENING        YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                                           YES                   14SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  068      061              Placebo       Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  131.40      NORMAL                        

                                          Potassium (MEq/l)               3.96        NORMAL                        

                                          Chloride (MEq/l)                99.80       NORMAL                        

                                          Calcium (mg/dl)                 8.68        ABNORMAL **NCS                

                                                                                                                    

  069      072              Arthronat     Total bilirubin (mg/dl)         0.91        NORMAL                        

                                          S. albumin (gm/dl)              3.59        ABNORMAL **NCS                

                                          SGOT (IU/L)                     31          NORMAL                        

                                          SGPT (IU/L)                     39          NORMAL                        

                                          Alkaline Phosphatase (U/L)      112         NORMAL                        

                                          BUN (mg/dl)                     15.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.11        NORMAL                        

                                          Sodium (MEq/l)                  138.10      NORMAL                        

                                          Potassium (MEq/l)               3.84        NORMAL                        

                                          Chloride (MEq/l)                93.20       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 9.36        NORMAL                        

                                          Total bilirubin (mg/dl)         0.80        NORMAL                        

                                          S. albumin (gm/dl)              3.62        ABNORMAL **NCS                

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     35.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      98.00       NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.97        NORMAL                        

                                          Sodium (MEq/l)                  135.40      NORMAL                        

                                          Potassium (MEq/l)               4.18        NORMAL                        

                                          Chloride (MEq/l)                98.70       NORMAL                        

                                          Calcium (mg/dl)                 9.18        NORMAL                        

                                                                                                                    

  070      068              Arthronat     Total bilirubin (mg/dl)         0.61        NORMAL                        

                                          S. albumin (gm/dl)              3.62        ABNORMAL **NCS                

                                          SGOT (IU/L)                     26.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      159.00      NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.75        NORMAL                        

                                          Sodium (MEq/l)                  137.90      NORMAL                        

                                          Potassium (MEq/l)               4.18        NORMAL                        

                                          Chloride (MEq/l)                95.60       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.27        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.67        NORMAL                        

                                          S. albumin (gm/dl)              3.89        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  070      068              Arthronat     WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  071      065              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  072      060              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  070      068              Arthronat     SGOT (IU/L)                     27          NORMAL                        

                                          SGPT (IU/L)                     23          NORMAL                        

                                          Alkaline Phosphatase (U/L)      132         NORMAL                        

                                          BUN (mg/dl)                     14.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  139.20      NORMAL                        

                                          Potassium (MEq/l)               4.36        NORMAL                        

                                          Chloride (MEq/l)                99.10       NORMAL                        

                                          Calcium (mg/dl)                 8.76        NORMAL                        

                                                                                                                    

  071      065              Arthronat     Total bilirubin (mg/dl)         0.92        NORMAL                        

                                          S. albumin (gm/dl)              3.87        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     26.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      116.00      NORMAL                        

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.89        NORMAL                        

                                          Sodium (MEq/l)                  137.10      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                108.70      NORMAL                        

                                          Calcium (mg/dl)                 8.68        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              3.94        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      96.00       NORMAL                        

                                          BUN (mg/dl)                     13.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  135.60      NORMAL                        

                                          Potassium (MEq/l)               4.32        NORMAL                        

                                          Chloride (MEq/l)                101.80      NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                                                                                                    

  072      060              Arthronat     Total bilirubin (mg/dl)         0.89        NORMAL                        

                                          S. albumin (gm/dl)              4.23        NORMAL                        

                                          SGOT (IU/L)                     14.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      79.00       ABNORMAL **NCS                

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.14        NORMAL                        

                                          Sodium (MEq/l)                  133.20      NORMAL                        

                                          Potassium (MEq/l)               4.75        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  072      060              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  073      062              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  074      058              Placebo       SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  072      060              Arthronat     Chloride (MEq/l)                97.10       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.87        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     21.00       NORMAL                        

                                          SGPT (IU/L)                     16.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      105.00      NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.30        NORMAL                        

                                          Sodium (MEq/l)                  139.70      NORMAL                        

                                          Potassium (MEq/l)               4.15        NORMAL                        

                                          Chloride (MEq/l)                105.20      NORMAL                        

                                          Calcium (mg/dl)                 8.67        ABNORMAL **NCS                

                                                                                                                    

  073      062              Arthronat     Total bilirubin (mg/dl)         1.02        ABNORMAL **NCS                

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     31          NORMAL                        

                                          SGPT (IU/L)                     29          NORMAL                        

                                          Alkaline Phosphatase (U/L)      76          ABNORMAL **NCS                

                                          BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.82        NORMAL                        

                                          Sodium (MEq/l)                  105         NORMAL                        

                                          Potassium (MEq/l)               4.39        NORMAL                        

                                          Chloride (MEq/l)                105         NORMAL                        

                                          Calcium (mg/dl)                 8.58        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.93        NORMAL                        

                                          S. albumin (gm/dl)              4.06        NORMAL                        

                                          SGOT (IU/L)                     23.00       NORMAL                        

                                          SGPT (IU/L)                     24.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      83.00       NORMAL                        

                                          BUN (mg/dl)                     14.80       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.06        NORMAL                        

                                          Sodium (MEq/l)                  137.80      NORMAL                        

                                          Potassium (MEq/l)               3.87        NORMAL                        

                                          Chloride (MEq/l)                105.20      NORMAL                        

                                          Calcium (mg/dl)                 8.31        ABNORMAL **NCS                

                                                                                                                    

  074      058              Placebo       Total bilirubin (mg/dl)         0.97        NORMAL                        

                                          S. albumin (gm/dl)              4.16        NORMAL                        

                                          SGOT (IU/L)                     12          NORMAL                        

                                          SGPT (IU/L)                     19          NORMAL                        

                                          Alkaline Phosphatase (U/L)      79          NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  074      058              Placebo       SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  075      064              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  076      069              Arthronat     SCREENING        YES                   16SEP2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  074      058              Placebo       BUN (mg/dl)                     15.80       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.86        NORMAL                        

                                          Sodium (MEq/l)                  131.20      NORMAL                        

                                          Potassium (MEq/l)               4.13        NORMAL                        

                                          Chloride (MEq/l)                87.40       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.57        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.81        NORMAL                        

                                          S. albumin (gm/dl)              4.07        NORMAL                        

                                          SGOT (IU/L)                     25          NORMAL                        

                                          SGPT (IU/L)                     28          NORMAL                        

                                          Alkaline Phosphatase (U/L)      89          NORMAL                        

                                          BUN (mg/dl)                     16.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.91        NORMAL                        

                                          Sodium (MEq/l)                  138.40      NORMAL                        

                                          Potassium (MEq/l)               3.98        NORMAL                        

                                          Chloride (MEq/l)                96.30       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.78        NORMAL                        

                                                                                                                    

  075      064              Arthronat     Total bilirubin (mg/dl)         0.68        NORMAL                        

                                          S. albumin (gm/dl)              4.08        NORMAL                        

                                          SGOT (IU/L)                     18          NORMAL                        

                                          SGPT (IU/L)                     15          NORMAL                        

                                          Alkaline Phosphatase (U/L)      97          NORMAL                        

                                          BUN (mg/dl)                     12.50       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.79        NORMAL                        

                                          Sodium (MEq/l)                  138.20      NORMAL                        

                                          Potassium (MEq/l)               4.33        NORMAL                        

                                          Chloride (MEq/l)                105.10      NORMAL                        

                                          Calcium (mg/dl)                 8.79        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.12        NORMAL                        

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      112.00      NORMAL                        

                                          BUN (mg/dl)                     13.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.91        NORMAL                        

                                          Sodium (MEq/l)                  129.80      NORMAL                        

                                          Potassium (MEq/l)               4.61        NORMAL                        

                                          Chloride (MEq/l)                103.20      NORMAL                        

                                          Calcium (mg/dl)                 8.96        NORMAL                        

                                                                                                                    

  076      069              Arthronat     Total bilirubin (mg/dl)         0.82        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  076      069              Arthronat     SCREENING        YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                                           YES                   16SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                           YES                   25OCT2010   NO                                      

                                                                                                                                     

  077      074              Arthronat     SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  076      069              Arthronat     S. albumin (gm/dl)              4.15        NORMAL                        

                                          SGOT (IU/L)                     13          NORMAL                        

                                          SGPT (IU/L)                     21          NORMAL                        

                                          Alkaline Phosphatase (U/L)      102         NORMAL                        

                                          BUN (mg/dl)                     14.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.19        NORMAL                        

                                          Sodium (MEq/l)                  137.10      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                107.20      NORMAL                        

                                          Calcium (mg/dl)                 8.80        NORMAL                        

                                          Total bilirubin (mg/dl)         0.74        NORMAL                        

                                          S. albumin (gm/dl)              4.08        NORMAL                        

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     25.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      89.00       NORMAL                        

                                          BUN (mg/dl)                     15.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.97        NORMAL                        

                                          Sodium (MEq/l)                  140.20      NORMAL                        

                                          Potassium (MEq/l)               3.87        NORMAL                        

                                          Chloride (MEq/l)                106.90      NORMAL                        

                                          Calcium (mg/dl)                 9.12        NORMAL                        

                                                                                                                    

  077      074              Arthronat     Total bilirubin (mg/dl)         0.92        NORMAL                        

                                          S. albumin (gm/dl)              3.96        NORMAL                        

                                          SGOT (IU/L)                     25.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      94.00       NORMAL                        

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        1.01        NORMAL                        

                                          Sodium (MEq/l)                  135.20      NORMAL                        

                                          Potassium (MEq/l)               5.02        NORMAL                        

                                          Chloride (MEq/l)                99.70       NORMAL                        

                                          Calcium (mg/dl)                 8.31        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.85        NORMAL                        

                                          S. albumin (gm/dl)              4.02        NORMAL                        

                                          SGOT (IU/L)                     27          NORMAL                        

                                          SGPT (IU/L)                     24          NORMAL                        

                                          Alkaline Phosphatase (U/L)      107         NORMAL                        

                                          BUN (mg/dl)                     15.20       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.98        NORMAL                        

                                          Sodium (MEq/l)                  141.60      NORMAL                        

                                          Potassium (MEq/l)               4.37        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  077      074              Arthronat     WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                     

  078      079              Arthronat     SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                     

  079      077              Arthronat     SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  077      074              Arthronat     Chloride (MEq/l)                103.10      NORMAL                        

                                          Calcium (mg/dl)                 8.69        ABNORMAL **NCS                

                                                                                                                    

  078      079              Arthronat     Total bilirubin (mg/dl)         0.78        NORMAL                        

                                          S. albumin (gm/dl)              3.86        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     22.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      104.00      NORMAL                        

                                          BUN (mg/dl)                     12.30       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.94        NORMAL                        

                                          Sodium (MEq/l)                  135.90      NORMAL                        

                                          Potassium (MEq/l)               4.48        NORMAL                        

                                          Chloride (MEq/l)                99.00       NORMAL                        

                                          Calcium (mg/dl)                 7.98        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              3.92        NORMAL                        

                                          SGOT (IU/L)                     24.00       NORMAL                        

                                          SGPT (IU/L)                     19.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      94.00       NORMAL                        

                                          BUN (mg/dl)                     14.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.88        NORMAL                        

                                          Sodium (MEq/l)                  131.50      NORMAL                        

                                          Potassium (MEq/l)               4.95        NORMAL                        

                                          Chloride (MEq/l)                93.60       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.15        ABNORMAL **NCS                

                                                                                                                    

  079      077              Arthronat     Total bilirubin (mg/dl)         0.69        NORMAL                        

                                          S. albumin (gm/dl)              4.15        NORMAL                        

                                          SGOT (IU/L)                     20.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      98.00       NORMAL                        

                                          BUN (mg/dl)                     10.80       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.97        NORMAL                        

                                          Sodium (MEq/l)                  137.30      NORMAL                        

                                          Potassium (MEq/l)               4.66        NORMAL                        

                                          Chloride (MEq/l)                100.20      NORMAL                        

                                          Calcium (mg/dl)                 9.11        NORMAL                        

                                          Total bilirubin (mg/dl)         0.65        NORMAL                        

                                          S. albumin (gm/dl)              4.21        NORMAL                        

                                          SGOT (IU/L)                     21          NORMAL                        

                                          SGPT (IU/L)                     25          NORMAL                        

                                          Alkaline Phosphatase (U/L)      101         NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  079      077              Arthronat     WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                     

  080      076              Placebo       SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                     

  081      078              Placebo       SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                     



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  079      077              Arthronat     BUN (mg/dl)                     12.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.84        NORMAL                        

                                          Sodium (MEq/l)                  134.10      NORMAL                        

                                          Potassium (MEq/l)               4.83        NORMAL                        

                                          Chloride (MEq/l)                94.60       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 8.96        NORMAL                        

                                                                                                                    

  080      076              Placebo       Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.06        NORMAL                        

                                          SGOT (IU/L)                     12.00       NORMAL                        

                                          SGPT (IU/L)                     18.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      123.00      NORMAL                        

                                          BUN (mg/dl)                     11.60       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.78        NORMAL                        

                                          Sodium (MEq/l)                  138.40      NORMAL                        

                                          Potassium (MEq/l)               3.72        NORMAL                        

                                          Chloride (MEq/l)                104.60      NORMAL                        

                                          Calcium (mg/dl)                 8.41        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.79        NORMAL                        

                                          S. albumin (gm/dl)              3.89        NORMAL                        

                                          SGOT (IU/L)                     19.00       NORMAL                        

                                          SGPT (IU/L)                     17.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      112.00      NORMAL                        

                                          BUN (mg/dl)                     13.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.81        NORMAL                        

                                          Sodium (MEq/l)                  133.90      NORMAL                        

                                          Potassium (MEq/l)               4.31        NORMAL                        

                                          Chloride (MEq/l)                98.60       NORMAL                        

                                          Calcium (mg/dl)                 8.76        NORMAL                        

                                                                                                                    

  081      078              Placebo       Total bilirubin (mg/dl)         0.82        NORMAL                        

                                          S. albumin (gm/dl)              4.01        NORMAL                        

                                          SGOT (IU/L)                     27          NORMAL                        

                                          SGPT (IU/L)                     23          NORMAL                        

                                          Alkaline Phosphatase (U/L)      71          ABNORMAL **NCS                

                                          BUN (mg/dl)                     15.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.68        ABNORMAL **NCS                

                                          Sodium (MEq/l)                  137         NORMAL                        

                                          Potassium (MEq/l)               4.26        NORMAL                        

                                          Chloride (MEq/l)                104.90      NORMAL                        

                                          Calcium (mg/dl)                 8.22        ABNORMAL **NCS                

                                          Total bilirubin (mg/dl)         0.71        NORMAL                       



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                 Date of                             Date of retest  

  Patient  Randomization                                   Serum biochemistry    sample      Retest                  sample          

  number   number           Treatment     Visit name       tests performed       collection  performed     Reason    collection      

  ---------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                     

  081      078              Placebo       WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                     

  082      080              Placebo       SCREENING        YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                                           YES                   28SEP2010   NO                                      

                                          WEEK 4 (V6)      YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                           YES                   02NOV2010   NO                                      

                                                                                                                                    



MA-CT-10-002 

16.2.29 LISTING OF SERUM BIOCHEMISTRY  BY PATIENT 

 

                                                                                                                    

  Patient  Randomization                                                                               Comment if   

  number   number           Treatment     Lab tests                       Value       Findings         abnormal CS  

  ----------------------------------------------------------------------------------------------------------------- 

                                                                                                                    

  081      078              Placebo       S. albumin (gm/dl)              3.92        NORMAL                        

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     31.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      84.00       NORMAL                        

                                          BUN (mg/dl)                     16.40       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.84        NORMAL                        

                                          Sodium (MEq/l)                  135.80      NORMAL                        

                                          Potassium (MEq/l)               4.17        NORMAL                        

                                          Chloride (MEq/l)                100.20      NORMAL                        

                                          Calcium (mg/dl)                 8.69        ABNORMAL **NCS                

                                                                                                                    

  082      080              Placebo       Total bilirubin (mg/dl)         0.96        NORMAL                        

                                          S. albumin (gm/dl)              4.17        NORMAL                        

                                          SGOT (IU/L)                     29.00       NORMAL                        

                                          SGPT (IU/L)                     24.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      105.00      NORMAL                        

                                          BUN (mg/dl)                     13.70       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.85        NORMAL                        

                                          Sodium (MEq/l)                  136.30      NORMAL                        

                                          Potassium (MEq/l)               3.41        ABNORMAL **NCS                

                                          Chloride (MEq/l)                103.50      NORMAL                        

                                          Calcium (mg/dl)                 8.92        NORMAL                        

                                          Total bilirubin (mg/dl)         0.75        NORMAL                        

                                          S. albumin (gm/dl)              4.11        NORMAL                        

                                          SGOT (IU/L)                     28.00       NORMAL                        

                                          SGPT (IU/L)                     27.00       NORMAL                        

                                          Alkaline Phosphatase (U/L)      117.00      NORMAL                        

                                          BUN (mg/dl)                     12.90       NORMAL                        

                                          Serum Creatinine (mg/dl)        0.91        NORMAL                        

                                          Sodium (MEq/l)                  132.30      NORMAL                        

                                          Potassium (MEq/l)               3.92        NORMAL                        

                                          Chloride (MEq/l)                97.60       ABNORMAL **NCS                

                                          Calcium (mg/dl)                 9.16        NORMAL                        

                                                                                                                    



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.30 

 

Smoking History 



MA-CT-10-002 

16.2.30 LISTING OF SMOKING HISTORY BY PATIENT 

 

                                                                                                          Stop date of                     

  Patient   Randomization                  Visit                        Start date of    Duration of      smoking          Stopped         

  number    number           Treatment     name        Smoking status   smoking          smoking (hrs)    ex-Smoker        duration (hrs)  

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  001       007              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  002       005              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  003       003              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  004       004              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  005       006              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  006       009              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  007       001              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  008       008              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  009       010              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  010       002              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  011       016              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  012       011              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  013       014              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  014       013              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  015       012              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  016       015              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  018       026              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  019       018              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  020       027              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  021       023              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  022       024              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                          



MA-CT-10-002 

16.2.30 LISTING OF SMOKING HISTORY BY PATIENT 

 

                                                                                                          Stop date of                     

  Patient   Randomization                  Visit                        Start date of    Duration of      smoking          Stopped         

  number    number           Treatment     name        Smoking status   smoking          smoking (hrs)    ex-Smoker        duration (hrs)  

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  023       022              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  024       020              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  025       017              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  026       021              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  027       025              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  028       019              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  029       029              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  030       028              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  031       031              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  032       032              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  033       039              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  034       040              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  035       038              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  036       033              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  037       037              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  038       035              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  039       034              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  040       036              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  041       030              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  042       050              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  043       052              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                          



MA-CT-10-002 

16.2.30 LISTING OF SMOKING HISTORY BY PATIENT 

 

                                                                                                          Stop date of                     

  Patient   Randomization                  Visit                        Start date of    Duration of      smoking          Stopped         

  number    number           Treatment     name        Smoking status   smoking          smoking (hrs)    ex-Smoker        duration (hrs)  

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  045       043              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  046       053              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  047       054              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  048       055              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  049       056              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  050       046              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  051       049              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  052       048              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  053       047              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  054       042              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  055       041              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  056       051              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  057       044              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  058       045              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  059       066              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  060       071              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  061       057              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  062       063              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  063       070              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  064       073              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  065       067              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                          



MA-CT-10-002 

16.2.30 LISTING OF SMOKING HISTORY BY PATIENT 

 

                                                                                                          Stop date of                     

  Patient   Randomization                  Visit                        Start date of    Duration of      smoking          Stopped         

  number    number           Treatment     name        Smoking status   smoking          smoking (hrs)    ex-Smoker        duration (hrs)  

  ---------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                           

  066       059              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  067       075              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  068       061              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  069       072              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  070       068              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  071       065              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  072       060              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  073       062              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  074       058              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  075       064              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  076       069              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  077       074              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  078       079              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  079       077              Arthronat     SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  080       076              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  081       078              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           

  082       080              Placebo       SCREENING   NON SMOKER                                                                          

                                                                                                                                           



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.31 

 

Vital Signs 



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  001       007              Placebo    BASELINE         23JUL2010     140           080           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        14JUL2010     156           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     130           084           NORMAL          084           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     134           082           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     140           090           ABNORMAL **NCS  076           NORMAL       

                                                                                                                                              

  002       005              Arthronat  BASELINE         23JUL2010     144           082           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        14JUL2010     150           080           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     138           084           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     140           082           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     130           086           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     128           082           NORMAL          080           NORMAL       

                                                                                                                                              

  003       003              Placebo    BASELINE         23JUL2010     140           090           ABNORMAL **NCS  076           NORMAL       

                                        SCREENING        14JUL2010     156           090           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

                                        WEEK 1 (V3)      30JUL2010     140           090           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     136           088           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     130           086           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     126           088           NORMAL          080           NORMAL       

                                                                                                                                              

  004       004              Placebo    BASELINE         23JUL2010     120           080           NORMAL          078           NORMAL       

                                        SCREENING        14JUL2010     110           080           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     130           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     118           078           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     120           084           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     122           082           NORMAL          076           NORMAL       

                                                                                                                                              

  005       006              Arthronat  BASELINE         23JUL2010     120           080           NORMAL          078           NORMAL       

                                        SCREENING        14JUL2010     110           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     122           078           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     128           078           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     126           074           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     120           080           NORMAL          080           NORMAL       

                                                                                                                                              

  006       009              Arthronat  BASELINE         23JUL2010     124           080           NORMAL          080           NORMAL       

                                        SCREENING        15JUL2010     130           080           NORMAL          070           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     120           084           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     122           078           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     120           080           NORMAL          080           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  001       007              Placebo    020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.6         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  002       005              Arthronat  018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.6         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  003       003              Placebo    018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        038.0         ABNORMAL     

                                                                                     **NCS        

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.5         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  004       004              Placebo    018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.5         NORMAL       

                                                                                                  

  005       006              Arthronat  020              NORMAL        036.6         NORMAL       

                                        018              NORMAL        037.6         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                                                                                  

  006       009              Arthronat  020              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.3         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        020              NORMAL        036.2         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  006       009              Arthronat  WEEK 4 (V6)      21AUG2010     122           078           NORMAL          078           NORMAL       

                                                                                                                                              

  007       001              Placebo    BASELINE         23JUL2010     120           082           NORMAL          074           NORMAL       

                                        SCREENING        15JUL2010     110           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     122           082           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     126           078           NORMAL          076           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     122           084           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     120           082           NORMAL          078           NORMAL       

                                                                                                                                              

  008       008              Arthronat  BASELINE         23JUL2010     120           078           NORMAL          074           NORMAL       

                                        SCREENING        15JUL2010     110           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      30JUL2010     110           070           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     122           080           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     118           070           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     120           080           NORMAL          076           NORMAL       

                                                                                                                                              

  009       010              Arthronat  BASELINE         23JUL2010     130           080           NORMAL          084           NORMAL       

                                        SCREENING        15JUL2010     140           084           ABNORMAL **NCS  096           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 1 (V3)      30JUL2010     120           080           NORMAL          084           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     124           082           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     120           086           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     118           080           NORMAL          082           NORMAL       

                                                                                                                                              

  010       002              Placebo    BASELINE         23JUL2010     120           082           NORMAL          072           NORMAL       

                                        SCREENING        15JUL2010     110           076           NORMAL          066           NORMAL       

                                                                                                                                              

                                        WEEK 1 (V3)      30JUL2010     124           078           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      06AUG2010     118           080           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      13AUG2010     120           082           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      21AUG2010     118           078           NORMAL          080           NORMAL       

                                                                                                                                              

  011       016              Placebo    BASELINE         28JUL2010     158           088           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        19JUL2010     160           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      04AUG2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     146           086           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     142           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

  012       011              Arthronat  BASELINE         28JUL2010     100           070           NORMAL          084           NORMAL       

                                        SCREENING        19JUL2010     120           070           NORMAL          066           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  006       009              Arthronat  018              NORMAL        037.1         NORMAL       

                                                                                                  

  007       001              Placebo    018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.3         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  008       008              Arthronat  018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        036.3         NORMAL       

                                        020              NORMAL        036.7         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  009       010              Arthronat  018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        037.6         NORMAL       

                                                                                                  

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  010       002              Placebo    020              NORMAL        036.3         NORMAL       

                                        020              NORMAL        038.0         ABNORMAL     

                                                                                     **NCS        

                                        018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  011       016              Placebo    018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.5         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  012       011              Arthronat  018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.9         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  012       011              Arthronat  WEEK 1 (V3)      04AUG2010     120           080           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     110           070           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     114           072           NORMAL          074           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     122           078           NORMAL          082           NORMAL       

                                                                                                                                              

  013       014              Placebo    BASELINE         28JUL2010     140           090           ABNORMAL **NCS  086           NORMAL       

                                        SCREENING        19JUL2010     156           090           ABNORMAL **NCS  096           NORMAL       

                                        WEEK 1 (V3)      04AUG2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     136           086           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     140           088           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

  014       013              Arthronat  BASELINE         28JUL2010     150           078           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        20JUL2010     160           080           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      04AUG2010     144           082           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

  015       012              Placebo    BASELINE         28JUL2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        20JUL2010     150           090           ABNORMAL **NCS  086           NORMAL       

                                        WEEK 1 (V3)      04AUG2010     130           090           ABNORMAL **NCS  074           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     136           086           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     130           080           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     140           080           ABNORMAL **NCS  084           NORMAL       

                                                                                                                                              

  016       015              Arthronat  BASELINE         28JUL2010     140           078           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        20JUL2010     140           080           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      04AUG2010     138           082           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 2 (V4)      11AUG2010     136           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 3 (V5)      18AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 4 (V6)      25AUG2010     134           088           ABNORMAL **NCS  074           NORMAL       

                                                                                                                                              

  018       026              Arthronat  BASELINE         04AUG2010     120           082           NORMAL          084           NORMAL       

                                        SCREENING        27JUL2010     120           080           NORMAL          100           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     110           070           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     118           084           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     122           078           NORMAL          084           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     120           082           NORMAL          078           NORMAL       

                                                                                                                                              

  019       018              Arthronat  BASELINE         04AUG2010     110           070           NORMAL          074           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  012       011              Arthronat  020              NORMAL        037.3         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                                                                                  

  013       014              Placebo    018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  014       013              Arthronat  018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        020              NORMAL        036.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  015       012              Placebo    018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.3         NORMAL       

                                        020              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  016       015              Arthronat  018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  018       026              Arthronat  018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  019       018              Arthronat  018              NORMAL        037.1         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  019       018              Arthronat  SCREENING        27JUL2010     120           070           NORMAL          066           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     120           082           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     114           078           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     130           084           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     120           080           NORMAL          076           NORMAL       

                                                                                                                                              

  020       027              Arthronat  BASELINE         04AUG2010     122           082           NORMAL          076           NORMAL       

                                        SCREENING        27JUL2010     120           084           NORMAL          088           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     118           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     120           076           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     110           070           NORMAL          084           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     116           082           NORMAL          076           NORMAL       

                                                                                                                                              

  021       023              Arthronat  BASELINE         04AUG2010     128           080           NORMAL          078           NORMAL       

                                        SCREENING        27JUL2010     130           080           NORMAL          078           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     120           074           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     110           070           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     118           080           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     122           078           NORMAL          080           NORMAL       

                                                                                                                                              

  022       024              Arthronat  BASELINE         04AUG2010     140           086           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        27JUL2010     150           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     132           084           ABNORMAL **NCS  072           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     130           092           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     140           080           ABNORMAL **NCS  082           NORMAL       

                                                                                                                                              

  023       022              Placebo    BASELINE         04AUG2010     120           080           NORMAL          072           NORMAL       

                                        SCREENING        27JUL2010     130           070           NORMAL          064           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     120           082           NORMAL          074           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     126           080           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     130           080           NORMAL          076           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     118           086           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

  024       020              Arthronat  BASELINE         04AUG2010     112           070           NORMAL          078           NORMAL       

                                        SCREENING        27JUL2010     120           078           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     118           072           NORMAL          082           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     120           082           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     122           078           NORMAL          072           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     116           080           NORMAL          076           NORMAL       

                                                                                                                                             



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  019       018              Arthronat  020              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                                                                                  

  020       027              Arthronat  018              NORMAL        036.1         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  021       023              Arthronat  018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                                                                                  

  022       024              Arthronat  020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  023       022              Placebo    018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.6         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  024       020              Arthronat  018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                                                                                 



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  025       017              Placebo    BASELINE         04AUG2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        SCREENING        27JUL2010     150           090           ABNORMAL **NCS  088           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 1 (V3)      11AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     132           088           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                                                                                                                              

  026       021              Placebo    BASELINE         04AUG2010     130           082           NORMAL          078           NORMAL       

                                        SCREENING        27JUL2010     140           084           ABNORMAL **NCS  068           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     128           084           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     120           080           NORMAL          076           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     116           080           NORMAL          076           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     120           086           ABNORMAL **NCS  084           NORMAL       

                                                                                                                                              

  027       025              Placebo    BASELINE         04AUG2010     130           090           NORMAL          078           NORMAL       

                                        SCREENING        27JUL2010     140           080           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     128           086           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     124           088           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     120           084           NORMAL          074           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     126           088           NORMAL          080           NORMAL       

                                                                                                                                              

  028       019              Placebo    BASELINE         04AUG2010     130           084           NORMAL          088           ABNORMAL     

                                                                                                                                 **NCS        

                                        SCREENING        27JUL2010     130           080           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     130           080           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     120           080           NORMAL          076           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     110           076           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     116           076           NORMAL          080           NORMAL       

                                                                                                                                              

  029       029              Placebo    BASELINE         04AUG2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        27JUL2010     140           090           ABNORMAL **NCS  088           NORMAL       

                                                                                                                                              

                                        WEEK 1 (V3)      11AUG2010     130           084           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      18AUG2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     136           086           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     136           086           ABNORMAL **NCS  078           NORMAL       

                                                                                                                                              

  030       028              Arthronat  BASELINE         04AUG2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        27JUL2010     130           076           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      11AUG2010     130           080           NORMAL          078           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  025       017              Placebo    018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.1         NORMAL       

                                                                                                  

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  026       021              Placebo    020              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.6         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  027       025              Placebo    018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.7         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  028       019              Placebo    018              NORMAL        036.2         NORMAL       

                                                                                                  

                                        020              NORMAL        037.6         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                                                                                  

  029       029              Placebo    018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        038.0         ABNORMAL     

                                                                                     **NCS        

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  030       028              Arthronat  018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.4         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  030       028              Arthronat  WEEK 2 (V4)      18AUG2010     134           086           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      25AUG2010     124           088           ABNORMAL **NCS  077           NORMAL       

                                        WEEK 4 (V6)      01SEP2010     130           080           NORMAL          080           NORMAL       

                                                                                                                                              

  031       031              Arthronat  BASELINE         10AUG2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        02AUG2010     140           080           NORMAL          084           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     128           088           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     124           086           NORMAL          074           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     124           082           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     130           090           ABNORMAL **NCS  072           NORMAL       

                                                                                                                                              

  032       032              Placebo    BASELINE         10AUG2010     134           090           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        02AUG2010     130           080           NORMAL          068           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     130           090           ABNORMAL **NCS  82            NORMAL       

                                        WEEK 2 (V4)      24AUG2010     128           088           NORMAL          72            NORMAL       

                                        WEEK 3 (V5)      31AUG2010     124           086           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     128           090           NORMAL          080           NORMAL       

                                                                                                                                              

  033       039              Arthronat  BASELINE         10AUG2010     128           084           NORMAL          076           NORMAL       

                                        SCREENING        02AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     120           086           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     126           084           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     122           088           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     120           084           NORMAL          078           NORMAL       

                                                                                                                                              

  034       040              Arthronat  BASELINE         10AUG2010     122           080           NORMAL          082           NORMAL       

                                        SCREENING        02AUG2010     130           080           NORMAL          082           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     128           082           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     118           080           NORMAL          076           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     124           088           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     110           070           NORMAL          074           NORMAL       

                                                                                                                                              

  035       038              Placebo    BASELINE         10AUG2010     136           082           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        02AUG2010     140           080           ABNORMAL **NCS  076           NORMAL       

                                                                                                                                              

                                        WEEK 1 (V3)      17AUG2010     130           082           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     140           086           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     132           090           ABNORMAL **NCS  082           NORMAL       

                                                                                                                                              

  036       033              Arthronat  BASELINE         10AUG2010     120           080           NORMAL          076           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  030       028              Arthronat  018              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                                                                                  

  031       031              Arthronat  020              NORMAL        036.1         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                                                                                  

  032       032              Placebo    018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        037.6         NORMAL       

                                        18               NORMAL        036.2         NORMAL       

                                        18               NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  033       039              Arthronat  020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  034       040              Arthronat  018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  035       038              Placebo    020              NORMAL        036.2         NORMAL       

                                        020              NORMAL        038.0         ABNORMAL     

                                                                                     **NCS        

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  036       033              Arthronat  020              NORMAL        037.0         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  036       033              Arthronat  SCREENING        02AUG2010     130           080           NORMAL          070           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     130           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     116           084           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     110           076           NORMAL          074           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     120           080           NORMAL          076           NORMAL       

                                                                                                                                              

  037       037              Arthronat  BASELINE         10AUG2010     122           080           NORMAL          070           NORMAL       

                                        SCREENING        02AUG2010     120           078           NORMAL          068           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     120           080           NORMAL          072           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     110           070           NORMAL          072           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     126           076           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     122           084           NORMAL          080           NORMAL       

                                                                                                                                              

  038       035              Placebo    BASELINE         10AUG2010     118           080           NORMAL          084           NORMAL       

                                        SCREENING        02AUG2010     110           080           NORMAL          078           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     122           082           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     120           076           NORMAL          076           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     120           084           NORMAL          074           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     116           082           NORMAL          086           NORMAL       

                                                                                                                                              

  039       034              Placebo    BASELINE         10AUG2010     136           090           ABNORMAL **NCS  074           NORMAL       

                                        SCREENING        02AUG2010     140           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     138           088           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     140           084           ABNORMAL **NCS  074           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     134           090           ABNORMAL **NCS  088           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     138           086           ABNORMAL **NCS  072           NORMAL       

                                                                                                                                              

  040       036              Placebo    BASELINE         10AUG2010     126           082           NORMAL          078           NORMAL       

                                        SCREENING        02AUG2010     130           080           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     120           082           NORMAL          086           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     126           086           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     118           084           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     110           078           NORMAL          076           NORMAL       

                                                                                                                                              

  041       030              Placebo    BASELINE         10AUG2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        02AUG2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      17AUG2010     140           084           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 2 (V4)      24AUG2010     140           090           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 3 (V5)      31AUG2010     130           084           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 4 (V6)      07SEP2010     130           088           ABNORMAL **NCS  088           NORMAL       

                                                                                                                                             



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  036       033              Arthronat  018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.4         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  037       037              Arthronat  020              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  038       035              Placebo    018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.2         NORMAL       

                                        022              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        021              NORMAL        037.0         NORMAL       

                                                                                                  

  039       034              Placebo    020              NORMAL        036.5         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                                                                                  

  040       036              Placebo    018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.8         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                                                                                  

  041       030              Placebo    020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.6         NORMAL       

                                        022              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                                                                                 



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  042       050              Arthronat  BASELINE         13SEP2010     150           090           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        31AUG2010     160           090           ABNORMAL **NCS  072           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     140           084           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     150           092           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     144           088           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     140           090           ABNORMAL **NCS  078           NORMAL       

                                                                                                                                              

  043       052              Arthronat  BASELINE         13SEP2010     130           080           NORMAL          080           NORMAL       

                                        SCREENING        31AUG2010     120           078           NORMAL          088           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     120           084           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     130           084           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     110           078           NORMAL          076           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     130           070           NORMAL          082           NORMAL       

                                                                                                                                              

  045       043              Arthronat  BASELINE         13SEP2010     130           082           NORMAL          084           NORMAL       

                                        SCREENING        31AUG2010     140           076           NORMAL          088           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     120           084           NORMAL          086           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     116           080           NORMAL          074           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     116           076           NORMAL          076           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     120           078           NORMAL          078           NORMAL       

                                                                                                                                              

  046       053              Placebo    BASELINE         13SEP2010     110           070           NORMAL          078           NORMAL       

                                        SCREENING        31AUG2010     124           074           NORMAL          084           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     116           076           NORMAL          086           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     120           074           NORMAL          086           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     130           076           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     120           070           NORMAL          082           NORMAL       

                                                                                                                                              

  047       054              Arthronat  BASELINE         13SEP2010     130           076           NORMAL          082           NORMAL       

                                        SCREENING        31AUG2010     110           078           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     130           084           NORMAL          072           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     120           086           NORMAL          086           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     116           082           NORMAL          088           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     124           082           NORMAL          076           NORMAL       

                                                                                                                                              

  048       055              Placebo    BASELINE         13SEP2010     130           080           NORMAL          088           NORMAL       

                                        SCREENING        31AUG2010     120           084           NORMAL          086           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     120           088           ABNORMAL **NCS  092           ABNORMAL     

                                                                                                                                 **NCS       



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  042       050              Arthronat  020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  043       052              Arthronat  020              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.6         NORMAL       

                                                                                                  

  045       043              Arthronat  020              NORMAL        037.0         NORMAL       

                                        022              NORMAL        036.4         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  046       053              Placebo    020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                                                                                  

  047       054              Arthronat  022              NORMAL        037.4         NORMAL       

                                        022              NORMAL        037.1         NORMAL       

                                        020              NORMAL        037.8         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  048       055              Placebo    020              NORMAL        036.7         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.4         NORMAL       

                                        018              NORMAL        037.4         NORMAL       

                                                                                                 



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  048       055              Placebo    WEEK 3 (V5)      04OCT2010     130           090           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     130           084           NORMAL          088           NORMAL       

                                                                                                                                              

  049       056              Arthronat  BASELINE         13SEP2010     110           070           NORMAL          072           NORMAL       

                                        SCREENING        31AUG2010     110           070           NORMAL          072           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     120           072           NORMAL          086           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     116           072           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     118           078           NORMAL          072           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     114           080           NORMAL          090           ABNORMAL     

                                                                                                                                 **NCS        

                                                                                                                                              

  050       046              Arthronat  BASELINE         13SEP2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        SCREENING        31AUG2010     150           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     134           088           ABNORMAL **NCS  092           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 2 (V4)      27SEP2010     130           090           ABNORMAL **NCS  090           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     140           090           ABNORMAL **NCS  092           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     144           090           ABNORMAL **NCS  082           NORMAL       

                                                                                                                                              

  051       049              Placebo    BASELINE         13SEP2010     134           086           NORMAL          072           NORMAL       

                                        SCREENING        31AUG2010     140           084           ABNORMAL **NCS  070           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     130           080           NORMAL          090           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     140           084           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     134           076           NORMAL          092           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     126           082           NORMAL          082           NORMAL       

                                                                                                                                              

  052       048              Placebo    BASELINE         13SEP2010     150           090           ABNORMAL **NCS  076           NORMAL       

                                        SCREENING        02SEP2010     140           090           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     144           092           ABNORMAL **NCS  086           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     138           090           ABNORMAL **NCS  088           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 3 (V5)      04OCT2010     130           090           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                                                                                                                              

  053       047              Placebo    BASELINE         13SEP2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        02SEP2010     150           090           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     138           090           ABNORMAL **NCS  084           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  048       055              Placebo    020              NORMAL        037.2         NORMAL       

                                                                                                  

                                        022              NORMAL        036.6         NORMAL       

                                                                                                  

  049       056              Arthronat  020              NORMAL        037.2         NORMAL       

                                        022              NORMAL        037.1         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.0         NORMAL       

                                        022              NORMAL        037.6         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                                                                                  

                                                                                                  

  050       046              Arthronat  022              NORMAL        037.6         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        020              NORMAL        037.6         NORMAL       

                                                                                                  

                                        022              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.8         NORMAL       

                                                                                                  

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  051       049              Placebo    020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        036.6         NORMAL       

                                                                                                  

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  052       048              Placebo    020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        022              NORMAL        037.4         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                                                                                  

                                        022              NORMAL        037.0         NORMAL       

                                                                                                  

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  053       047              Placebo    022              NORMAL        037.6         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  053       047              Placebo    WEEK 2 (V4)      27SEP2010     134           086           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 3 (V5)      04OCT2010     140           090           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     130           086           NORMAL          086           NORMAL       

                                                                                                                                              

  054       042              Arthronat  BASELINE         13SEP2010     140           080           NORMAL          076           NORMAL       

                                        SCREENING        02SEP2010     130           084           NORMAL          092           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 1 (V3)      20SEP2010     130           090           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 2 (V4)      27SEP2010     140           080           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     136           090           ABNORMAL **NCS  088           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     140           084           NORMAL          084           NORMAL       

                                                                                                                                              

  055       041              Placebo    BASELINE         13SEP2010     120           084           NORMAL          080           NORMAL       

                                        SCREENING        02SEP2010     130           080           NORMAL          078           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     110           076           NORMAL          084           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     130           082           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     112           074           NORMAL          090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     130           080           NORMAL          076           NORMAL       

                                                                                                                                              

  056       051              Arthronat  BASELINE         13SEP2010     124           076           NORMAL          072           NORMAL       

                                        SCREENING        02SEP2010     130           070           NORMAL          068           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     130           080           NORMAL          072           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     124           070           NORMAL          070           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     110           076           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     116           076           NORMAL          074           NORMAL       

                                                                                                                                              

  057       044              Placebo    BASELINE         13SEP2010     140           090           ABNORMAL **NCS  080           NORMAL       

                                        SCREENING        02SEP2010     140           084           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      20SEP2010     136           090           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 2 (V4)      27SEP2010     140           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     134           084           NORMAL          088           NORMAL       

                                        WEEK 4 (V6)      11OCT2010     140           090           ABNORMAL **NCS  088           NORMAL       

                                                                                                                                              

  058       045              Arthronat  BASELINE         13SEP2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        SCREENING        02SEP2010     130           086           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 1 (V3)      20SEP2010     124           088           ABNORMAL **NCS  082           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  053       047              Placebo    022              NORMAL        037.0         NORMAL       

                                                                                                  

                                        020              NORMAL        036.8         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                                                                                  

  054       042              Arthronat  020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

                                        022              NORMAL        036.6         NORMAL       

                                                                                                  

                                        020              NORMAL        037.4         NORMAL       

                                        022              NORMAL        037.0         NORMAL       

                                                                                                  

                                        022              NORMAL        037.2         NORMAL       

                                                                                                  

  055       041              Placebo    020              NORMAL        037.4         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        022              NORMAL        036.8         NORMAL       

                                                                                                  

                                        020              NORMAL        037.4         NORMAL       

                                                                                                  

  056       051              Arthronat  022              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        037.6         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  057       044              Placebo    020              NORMAL        037.0         NORMAL       

                                        022              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        022              NORMAL        037.8         NORMAL       

                                                                                                  

  058       045              Arthronat  020              NORMAL        037.2         NORMAL       

                                        022              NORMAL        037.4         NORMAL       

                                                                                                  

                                        020              NORMAL        037.4         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  058       045              Arthronat  WEEK 2 (V4)      27SEP2010     140           088           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 3 (V5)      04OCT2010     130           080           NORMAL          086           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      11OCT2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                                                                                                                              

  059       066              Placebo    BASELINE         27SEP2010     120           084           NORMAL          072           NORMAL       

                                        SCREENING        14SEP2010     130           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     116           080           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     116           076           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     120           074           NORMAL          088           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     120           070           NORMAL          078           NORMAL       

                                                                                                                                              

  060       071              Arthronat  BASELINE         27SEP2010     140           084           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        14SEP2010     120           090           ABNORMAL **NCS  076           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     134           084           NORMAL          088           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 2 (V4)      11OCT2010     144           086           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     134           090           ABNORMAL **NCS  090           ABNORMAL     

                                                                                                                                 **NCS        

                                        WEEK 4 (V6)      25OCT2010     130           090           ABNORMAL **NCS  082           NORMAL       

                                                                                                                                              

  061       057              Placebo    BASELINE         27SEP2010     130           084           NORMAL          078           NORMAL       

                                        SCREENING        14SEP2010     130           090           ABNORMAL **NCS  086           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     124           080           NORMAL          074           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     116           080           NORMAL          088           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     130           080           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     140           082           NORMAL          076           NORMAL       

                                                                                                                                              

  062       063              Placebo    BASELINE         27SEP2010     104           070           NORMAL          076           NORMAL       

                                        SCREENING        14SEP2010     100           070           NORMAL          076           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     100           074           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     110           076           NORMAL          070           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     100           070           NORMAL          072           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     100           070           NORMAL          068           NORMAL       

                                                                                                                                              

  063       070              Placebo    BASELINE         27SEP2010     118           078           NORMAL          080           NORMAL       

                                        SCREENING        14SEP2010     126           086           NORMAL          086           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     122           082           NORMAL          088           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     120           078           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     128           080           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     122           080           NORMAL          080           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  058       045              Arthronat  020              NORMAL        037.2         NORMAL       

                                        022              NORMAL        037.4         NORMAL       

                                                                                                  

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  059       066              Placebo    020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        020              NORMAL        037.4         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                                                                                  

  060       071              Arthronat  020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.7         NORMAL       

                                        020              NORMAL        037.6         NORMAL       

                                                                                                  

                                        020              NORMAL        37.2          NORMAL       

                                        020              NORMAL        037.8         NORMAL       

                                                                                                  

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  061       057              Placebo    020              NORMAL        037.6         NORMAL       

                                        018              NORMAL        037.6         NORMAL       

                                        022              NORMAL        036.4         NORMAL       

                                        022              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        022              NORMAL        037.2         NORMAL       

                                                                                                  

  062       063              Placebo    020              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.4         NORMAL       

                                        022              NORMAL        037.6         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        037.2         NORMAL       

                                                                                                  

  063       070              Placebo    018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        035.9         NORMAL       

                                        020              NORMAL        036.1         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.2         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

                                                                                                                                              

  064       073              Placebo    BASELINE         27SEP2010     124           086           NORMAL          082           NORMAL       

                                        SCREENING        14SEP2010     128           090           ABNORMAL **NCS  088           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     126           086           NORMAL          084           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     120           084           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     122           082           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     118           082           NORMAL          072           NORMAL       

                                                                                                                                              

  065       067              Placebo    BASELINE         27SEP2010     130           084           ABNORMAL **NCS  084           NORMAL       

                                        SCREENING        14SEP2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     128           090           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     126           088           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     128           086           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     128           092           ABNORMAL **NCS  084           NORMAL       

                                                                                                                                              

  066       059              Placebo    BASELINE         27SEP2010     130           082           NORMAL          082           NORMAL       

                                        SCREENING        14SEP2010     128           080           NORMAL          088           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     126           088           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     128           082           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     126           088           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     124           082           NORMAL          078           NORMAL       

                                                                                                                                              

  067       075              Placebo    BASELINE         27SEP2010     110           070           NORMAL          082           NORMAL       

                                        SCREENING        14SEP2010     106           076           NORMAL          082           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     114           080           NORMAL          072           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     120           078           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     116           080           NORMAL          074           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     110           070           NORMAL          070           NORMAL       

                                                                                                                                              

  068       061              Placebo    BASELINE         27SEP2010     126           084           NORMAL          080           NORMAL       

                                        SCREENING        14SEP2010     130           080           NORMAL          070           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     124           082           NORMAL          082           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     122           084           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     126           080           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     120           080           NORMAL          082           NORMAL       

                                                                                                                                              

  069       072              Arthronat  BASELINE         27SEP2010     118           078           NORMAL          080           NORMAL       

                                        SCREENING        14SEP2010     122           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     110           070           NORMAL          084           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     116           076           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     120           084           NORMAL          082           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

                                                                                                  

  064       073              Placebo    018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                                                                                  

  065       067              Placebo    018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.3         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  066       059              Placebo    018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  067       075              Placebo    018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  068       061              Placebo    018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                                                                                  

  069       072              Arthronat  018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  069       072              Arthronat  WEEK 4 (V6)      25OCT2010     114           080           NORMAL          080           NORMAL       

                                                                                                                                              

  070       068              Arthronat  BASELINE         27SEP2010     116           078           NORMAL          080           NORMAL       

                                        SCREENING        14SEP2010     120           082           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     120           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     110           070           NORMAL          078           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     118           084           NORMAL          078           NORMAL       

                                                                                                                                              

  071       065              Arthronat  BASELINE         27SEP2010     126           084           NORMAL          072           NORMAL       

                                        SCREENING        16SEP2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     128           082           NORMAL          082           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     130           088           ABNORMAL **NCS  078           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     124           088           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     120           082           NORMAL          078           NORMAL       

                                                                                                                                              

  072       060              Arthronat  BASELINE         27SEP2010     118           072           NORMAL          074           NORMAL       

                                        SCREENING        16SEP2010     110           060           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     112           072           NORMAL          070           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     118           080           NORMAL          072           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     120           080           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     116           080           NORMAL          072           NORMAL       

                                                                                                                                              

  073       062              Arthronat  BASELINE         27SEP2010     136           092           ABNORMAL **NCS  082           NORMAL       

                                        SCREENING        16SEP2010     140           090           ABNORMAL **NCS  074           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     130           090           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     128           086           NORMAL          084           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     126           086           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     124           082           NORMAL          080           NORMAL       

                                                                                                                                              

  074       058              Placebo    BASELINE         27SEP2010     122           082           NORMAL          080           NORMAL       

                                        SCREENING        16SEP2010     112           076           NORMAL          082           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     110           070           NORMAL          078           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     114           080           NORMAL          072           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     120           076           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     110           074           NORMAL          084           NORMAL       

                                                                                                                                              

  075       064              Arthronat  BASELINE         27SEP2010     130           090           ABNORMAL **NCS  078           NORMAL       

                                        SCREENING        16SEP2010     140           088           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     140           082           ABNORMAL **NCS  080           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     132           084           ABNORMAL **NCS  082           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  069       072              Arthronat  018              NORMAL        036.6         NORMAL       

                                                                                                  

  070       068              Arthronat  018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  071       065              Arthronat  018              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        037.3         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  072       060              Arthronat  018              NORMAL        036.0         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  073       062              Arthronat  018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  074       058              Placebo    018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.3         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                                                                                  

  075       064              Arthronat  018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.9         NORMAL       

                                        018              NORMAL        036.2         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  075       064              Arthronat  WEEK 3 (V5)      18OCT2010     130           090           ABNORMAL **NCS  074           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     126           088           NORMAL          076           NORMAL       

                                                                                                                                              

  076       069              Arthronat  BASELINE         27SEP2010     120           078           NORMAL          074           NORMAL       

                                        SCREENING        16SEP2010     118           080           NORMAL          068           NORMAL       

                                        WEEK 1 (V3)      04OCT2010     120           082           NORMAL          082           NORMAL       

                                        WEEK 2 (V4)      11OCT2010     110           070           NORMAL          080           NORMAL       

                                        WEEK 3 (V5)      18OCT2010     116           080           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      25OCT2010     124           080           NORMAL          076           NORMAL       

                                                                                                                                              

  077       074              Arthronat  BASELINE         06OCT2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        SCREENING        28SEP2010     140           080           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     134           084           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 2 (V4)      20OCT2010     140           080           ABNORMAL **NCS  082           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     132           086           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     136           088           ABNORMAL **NCS  084           NORMAL       

                                                                                                                                              

  078       079              Arthronat  BASELINE         06OCT2010     128           086           NORMAL          082           NORMAL       

                                        SCREENING        28SEP2010     130           084           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     124           082           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      20OCT2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     126           088           NORMAL          084           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     130           090           ABNORMAL **NCS  088           NORMAL       

                                                                                                                                              

  079       077              Arthronat  BASELINE         06OCT2010     110           070           NORMAL          080           NORMAL       

                                        SCREENING        28SEP2010     114           070           NORMAL          070           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     120           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      20OCT2010     118           080           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     114           082           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     122           080           NORMAL          076           NORMAL       

                                                                                                                                              

  080       076              Placebo    BASELINE         06OCT2010     120           082           NORMAL          076           NORMAL       

                                        SCREENING        28SEP2010     110           072           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     118           078           NORMAL          076           NORMAL       

                                        WEEK 2 (V4)      20OCT2010     116           080           NORMAL          072           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     120           076           NORMAL          080           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     120           080           NORMAL          082           NORMAL       

                                                                                                                                              

  081       078              Placebo    BASELINE         06OCT2010     124           080           NORMAL          080           NORMAL       

                                        SCREENING        28SEP2010     130           076           ABNORMAL **NCS  072           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     128           080           NORMAL          076           NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  075       064              Arthronat  018              NORMAL        036.6         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                                                                                  

  076       069              Arthronat  018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.0         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                                                                                  

  077       074              Arthronat  018              NORMAL        036.8         NORMAL       

                                        020              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  078       079              Arthronat  018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        037.6         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        037.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                                                                                  

  079       077              Arthronat  018              NORMAL        036.2         NORMAL       

                                        020              NORMAL        036.8         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.6         NORMAL       

                                                                                                  

  080       076              Placebo    018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                        018              NORMAL        036.7         NORMAL       

                                        018              NORMAL        036.8         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  

  081       078              Placebo    018              NORMAL        036.4         NORMAL       

                                        020              NORMAL        037.0         NORMAL       

                                        020              NORMAL        036.8         NORMAL      



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                       Systolic      Diastolic                                                

                                                                       blood         blood                         Pulse rate                 

  Patient   Randomization                                Date of       pressure      pressure                      (beats /      Pulse rate   

  number    number           Treatment  Visit name       vital signs   (mmHg)        (mmHg)        BP status       min)          status       

  ------------------------------------------------------------------------------------------------------------------------------------------- 

                                                                                                                                              

  081       078              Placebo    WEEK 2 (V4)      20OCT2010     130           090           ABNORMAL **NCS  084           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     126           082           NORMAL          082           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     128           088           NORMAL          086           NORMAL       

                                                                                                                                              

  082       080              Placebo    BASELINE         06OCT2010     116           082           NORMAL          078           NORMAL       

                                        SCREENING        28SEP2010     120           080           NORMAL          080           NORMAL       

                                        WEEK 1 (V3)      13OCT2010     118           080           NORMAL          080           NORMAL       

                                        WEEK 2 (V4)      20OCT2010     110           072           NORMAL          082           NORMAL       

                                        WEEK 3 (V5)      27OCT2010     122           080           NORMAL          078           NORMAL       

                                        WEEK 4 (V6)      02NOV2010     120           082           NORMAL          078           NORMAL       

                                                                                                                                             



MA-CT-10-002 

16.2.31 LISTING OF VITAL SIGNS BY PATIENT 

 

                                                                                                  

                                        Respiratory                    Oral          Oral         

  Patient   Randomization               rate (breaths    Respiratory   temperature   temperature  

  number    number           Treatment  / min)           rate status   (oC)          status       

  ----------------------------------------------------------------------------------------------- 

                                                                                                  

  081       078              Placebo    018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.4         NORMAL       

                                        018              NORMAL        036.5         NORMAL       

                                                                                                  

  082       080              Placebo    018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        037.0         NORMAL       

                                        018              NORMAL        037.1         NORMAL       

                                        018              NORMAL        036.1         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                        018              NORMAL        036.2         NORMAL       

                                                                                                  



 

 

 

 

 

 

 

 

 

APPENDIX 16.2.32 

 

X-Ray of the Index Joint 



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  001       007              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  002       005              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  003       003              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  004       004              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  005       006              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  006       009              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  007       001              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  008       008              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  009       010              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  010       002              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  011       016              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  012       011              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  013       014              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  014       013              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                            



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  015       012              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  016       015              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  018       026              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  019       018              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  020       027              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  021       023              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       3               

                                                                                             MODERATE JOINT SPACE NARROWING                  

                                                                                                                                             

  022       024              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  023       022              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  024       020              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       3               

                                                                                             MODERATE JOINT SPACE NARROWING                  

                                                                                                                                             

  025       017              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  026       021              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  027       025              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  028       019              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  029       029              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                            



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  030       028              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  031       031              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  032       032              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  033       039              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  034       040              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  035       038              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  036       033              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  037       037              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       3               

                                                                                             MODERATE JOINT SPACE NARROWING                  

                                                                                                                                             

  038       035              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  039       034              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  040       036              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  041       030              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       3               

                                                                                             MODERATE JOINT SPACE NARROWING                  

                                                                                                                                             

  042       050              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  043       052              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                            



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  045       043              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  046       053              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  047       054              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  048       055              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  049       056              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  050       046              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  051       049              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  052       048              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  053       047              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  054       042              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  055       041              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  056       051              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  057       044              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  058       045              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                            



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  059       066              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  060       071              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  061       057              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  062       063              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  063       070              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  064       073              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  065       067              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  066       059              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  067       075              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  068       061              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  069       072              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  070       068              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  071       065              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  072       060              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                            



MA-CT-10-002 

16.2.32 LISTING OF X-RAY OF THE INDEX JOINT  BY PATIENT 

 

                                                       X-ray of the             If yes,                                                      

  Patient   Randomization                  Visit       Index joint    If no,    significant                                  Grade of        

  number    number           Treatment     name        performed      Reason    findings     Description of osteoarthritis   osteoarthritis  

  ------------------------------------------------------------------------------------------------------------------------------------------ 

                                                                                                                                             

  073       062              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  074       058              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  075       064              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  076       069              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  077       074              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  078       079              Arthronat     SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  079       077              Arthronat     SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  080       076              Placebo       SCREENING   YES                                   MINUTE OSTEOPHYTES OF           1               

                                                                                             DOUBTFUL CLINICAL SIGNIFICANCE                  

                                                                                                                                             

  081       078              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             

  082       080              Placebo       SCREENING   YES                                   DEFINITE OSTEOPHYTES WITH       2               

                                                                                             UNIMPAIRED JOINT SPACE                          

                                                                                                                                             



 

 

 

 

 

 

 

 

 

APPENDIX 16.3 

 

Case Report Forms (CRF's) 

 



 

 

 

 

 

 

 

 

 

 

APPENDIX 16.3.1 

 

CRF's for Deaths, other Serious Adverse 

Events, and Withdrawals for 

Adverse Events 

 
- Not applicable  

 



 

 

 

 

 

 

 

 

 

 

APPENDIX 16.3.2 

 

Other CRF's Submitted 
 

16 (20%) CRFs out of 80 subjects enrolled 
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